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QOHA  ONEHOYHBIX  CPEenCTB (POC) mo mucnumIEHE «DapMakoHam30p H
TIOCTPErUCTPAllHOHHBIE  UCCIIEIOBAHUS  JIEKAPCTBEHHBIX NpenapaToB» IMpeAHa3HAYeH JUIs
KOHTPOJIA 3HaHWK 110 Iporpamme MaruCTpaTypel II0 HalpaBJIEHUIO IOATOTOBKH 33.04.01
«ITpombnmnennas  papmanus» 1o npodpumo «YmpaBieHHe IPOHU3BOACTBOM H KOHTPOJIb
Ka4eCTBa JICKAPCTBEHHBIX CPEJICTBY.

1. TMacnopr ¢onaa oumeHoYHBIX CpeacTB MmO aucuuiiuHe «®PapmMakonagzop u

IOCTPETrUCTPALHOHHbIE HCCTIe0BaAHUSA JICKAPCTBEHHBIX npemnaparTosy.

Komnemenyun HHuoukamopur 0docmuncenusn Buowt 3anamuii Ouenounvie
(k00) KomnemeHyuii cpeocmea
YK-1 YK-1 Cnocoben ocymecTBisATh | JIekiuu, TectoBbie
KPUTHYECKMH  aHamM3  IpoGIEMHBIX |paKTHYeCKHe 3aJjaHus,
CHTYallui  Ha  OCHOBE  CHCTEMHOTO|3aHSTHS, KOHTPOJIbHBIE
IOX0/Ma,  BBIPAOATBIBATE  CTPATErMIO|CAMOCTOSTE/BHAS BOIIPOCHI,
JeHCTBHUI. pabora. cobecenoBanue
YK-5 VK-5.1 AHamusupyer BakHermue [JIekiumu, TecroBrie
H/ICOJIOTMYECKUE U IEHHOCTHBIE CHCTEMBI, |IPAKTUYECKHE  |3a[aHus,
copmuposasmmecs B XOJie|3aHATHS, KOHTPOJIbHEIE
HCTOPUYCCKOrO pasBUTHs; OOOCHOBEIBAET|CAMOCTOSTEILHAS BOIIPOCHI,
aKTyallbHOCTh HMX HCIIOJNB30BAHMS IpH|paboTa. cobeceoBanue
CONMAJIBHOM ¥ NpO(pECCHOHAIBHOM
B3aHMMOJICUCTBHH.
VK-5.2 BeictpauBaer COLIHAIBHOE
NpOGECCHOHATBHOE B3aMMOLEHCTBHE C
Y4ETOM OCOOCHHOCTEH OCHOBHBIX (hopM
HayqHOIO M PEJIMTHO3HOTO CO3HAHHMS,
JIETIOBOM u oOmeit KYJIbTYPBI
IIPDEJICTABUTENIE JPYTHX HTHOCOB W
KOHGECCHH, pasIMUHBIX  COMMAIBHBIX
TPy
VK-5.3 OGecreunBaer Co3JjaHue
HEIMCKPUMUHAIIHOHHOH cpensl
B3aUMOJICCTBUSL NP BBHITOJHEHUH
IpodeCCHOHANBHBIX 3a1a4
OIIK-1 OIIK-1.1 HnTepnperupyer u npuMeHser|JIekuu, TectoBbie
IIOJIOXKEHHSI COOTBETCTBYIOIMX [IPAKTHYECKHE  |3a/[aHHS,
HOPMAaTUBHBIX  IPABOBBIX  aKTOB  H|3aHSTHS, KOHTPOJIbHBIE
JydHmx - oTpacieBblX mnpaktHk (GXP),|camocTosTensHas |BOompockL,
PETYIHMPYIOMUX TpOUecChl M STamsl|pabora. cobecenoBanue
KHU3HEHHOTO  IMKJIAa  JIEKApPCTBEHHOT'O
CpeacTBa B npodeccHoOHANBEHOM
JESTEIIbHOCTH.
OIIK-1.2  Boibupaer u IIPUMEHSIET
IIPUTOJHBIE JUIS CHTyallMM METOABI H
HUHCTPYMEHTHI yIIPABJICHHS IEPCOHAIOM
OIIK-2 OIIK-2.1  OcymectBusier  pasiuanbie Jlexuum, Tecrobie
THIIBI  KOMMYHMKAIUH, NPUTOAHBIC JUIs|[IPAKTHYECKHE  |3aiaHms,
B3aUMOJICHCTBAS ¢ (hesiepalbHBIMH |3aHSTHSI, KOHTPOJIbHBIE

OpraHaM#  MCIIOJIHUTEJILHOW BJIACTH U

CaMOCTOSTCIIbHAsA

BOIIPOCHI,




OpraHamMW  WCIIOJHUTEJBLHOH  BiacTu|pabora. cobecenoBanue
cybnexToB  Poccuiickoii Qeneparun,
OCYIIECTBIISIIOIMMH  IIOJIHOMOYHS B
chepe  oOpameHuss  JIeKapCTBEHHBIX
CPEICTB.

OIIK-2.2 Untepupetupyer u IIPUMEHSIET
TIOJIOXKCHUS]  HOPMATHBHBIX  IPABOBBIX
aKTOB, PEryJMPYIOIIMX IpPOLECCHl |
9Tarbl XKHM3HEHHOIO LUKJIa
JIEKapCTBEHHOT'O CPEJICTBA.

OIIK-2.3 OcymiecTBiseT HOUCK U aHAIH3
PeryJIITOPHOM, HAy4yHOH M  HaydHO-

TEXHUYECKOM uH(popMmarnuy,
HEOOXOMMOM /Il B3aMMOJIEHCTBHSI C
benepanbHbIMU OpraHamu

HCIIOJIHUTEIbHOW BJIACTH M OpraHaMH
UCIIOJIHUTEILHOM ~ BIIACTH  CyOBEKTOB
Poccuiickoit Denepanum,
OCYINECTBIAIOIMUMM  IIOJHOMOYHS B
chepe oOpatenus JICKApCTBEHHBIX

CPEJCTB.
OIIK-4 OIK-4.1  Kpuruyecku aHanm3upyer |Jlexiumu, TecroBrie
Hay4HBIC TEKCTHl HPO(ECCHOHAILHOIO|IPaKTHYECKHEe  |3amaHusi,
ConepxaHuss B obOnacTe oGpameHwHs|3aHsTHS, KOHTPOJIbHEIE
JIEKapCTBEHHBIX CPEJICTB. CaMOCTOATEIbHAS |BOIIPOCHI,
OIIK-42 Cocrapmsier u amammsmpyer pabora. cobecenoBanme

OTYETHl O HAy4YHBIX MCCIEJOBAHUAX B
o0iacTe  oOpalneHHs — JIeKapCTBEHHBIX
CPEICTB.

OIlK-4.3 TotoBar u mpexcrasiser
HayqHbIe JIOKIaabl pa3IMIHOro (hopmara
B 00acTd 0OpalieHus J1eKapCTBEHHBIX
CPEICTB

Texymmit xoHTpons mO MCHMIIHHE «DapMaKkoHaI30p H IOCTPErHCTPANMOHHbIE
HCCICAOBAHUS JIEKADCTBEHHBIX IPENAPAaTOB» OCYIIECTBISETCS B TEYEHHE BCETO cpoka
OCBOCHHS JIAHHOM IMCUMIUMHEL BhIGOp omeHowHOro cpexcrsa s IIPOBEJIEHHUS] TEKYINErO
KOHTPOJIS HA YCMOTPEHHE MIPEIIOaBaTelIs.

IIpomexyTounas arrecranusi o6ydHaromyUXcs MO MHUCIHILIAHE «DapmMaKoHaI30p M
TOCTPEruCTPAMOHHbIE HCC/IC/IOBAHMS JIEKAPCTBEHHBIX IIPENAPATOBY» IPOBOJUTCS TI0
UTOTaM OOYYEHHUS U SBJISETCS 00S3aTEIbHOM.



2. Kpurepnu u mxaJa oneHuBaHUS.

Kpumepuu oyenusanus LIxana oyenueanus
Heyooenemeopu-| Yooenemsopu- Xopowo Omauuno
MelbHO menvHO
IHonHoTA 3HAHMIA YpoBenb MuHuUMaIBHO VYpoBeHb 3HaHUH | YPOBEHb
3HAHUU HUXKE JIOIIyCTAMBIA B 00BEME, 3HAHUK B
MHHMMAQJIbHBIX | YPOBEHb 3HAHMM. | COOTBETCTBYIOII | 0OBEME,
TpeOOBaHUIA. Jomymeno €M IIporpamme COOTBETCTBYIO
Wmenu mecro MHOT'0 HerpyObIX | IOJTOTOBKH. meM
rpyobie ommoOKH Jomymeno IIporpaMme
OIMOKU HECKOJIBKO HOJTOTOBKH,
HerpyObIX 6e3 omub0oK
omoOoK
Hannaue ymenui ITpu pemenun | [Ipogemonctpup | Ilpomemoncrpup | IIpomemoHCTp
CTaH/IapPTHBIX OBaHBI OCHOBHBIE | OBAHBI BCE HPOBAHBI BCE
3a7a4 He yMeHusl. Pelmensl | OCHOBHBIE OCHOBHBIE
IPOJIEMOHCTPU | THUIOBBIE 33JaUll | YMEHHSL. yMEHWUS,
pOBaHBI C HerpyObIMU Perens! Bce PEIIEHBI BCe
OCHOBHBIE OINMOKaMH. OCHOBHBIE OCHOBHBIE
YMEHHUSL. Bemomnmens! Bce | 3amauM C 3a7a4m ¢
WNmenu mecto 3ajlaHus, HO HE B | HErpyObIMU OTIETHHBIMA
rpyObIe IIOJITHOM O0BbeMe. | OIMOKaMH. HECYILECTBEH
(1112 (941 Bremonsens Bce | HBIMH
3a7aHusl, B HEJIOYEeTaMH,
HOJTHOM 00B€ME, | BBIIOJHEHBI
HO HEKOTOpBIE C | BCE 3a/IaHMS B
HeI0YeTaMH MIOJTHOM
o0Beme
Hanu4une naBbIKOB IIpu pemenun | meercs IIponemoncrpup | IIposemoncTp
(BJIaJleHHE ONBITOM) | CTAHJAPTHHIX MHUHHAMAJTBHBIH oBaHBI 6a30BEIE HPOBaHBI
3aja4 He HabOp HABBIKOB HaBBIKH IIPA HaBBIKH [IPU
OPOJIEMOHCTPU | JUIS peIEHHUS peLIeHIH PEIICHUH
POBaHbI CTaHJaPTHBIX CTaH/apTHBIX HECTaHJapTHbI
6a3oBbIe 3a11a4 ¢ 3a11a4 ¢ X 3a11a4 6e3
HaBBIKH. HEKOTOPHIMHU HEKOTOPHIMHU OImmO0K 1
Wmenn mecto HeJI0YeTaMH HeJl0YeTaMHy HEJI0YETOB
rpyObie
OIIMOKH
XapakTepucTHKA Komnereniuss | ChopmupoBanHo | ChopmupoBann | ChopmupoBan
c¢OpMHPOBAHHOCTH | B IIOJIHOM Mepe | CTh OCTh HOCTh
KOMIIeTeHIIHH HE KOMITETEHIIHH KOMIICTEHIIMA B | KOMIICTEHIIHH
copmupoBaHa | COOTBETCTBYET eJIOM MIOJTHOCTBIO
. AMeronuxcss | MUHUMAIBHBIM COOTBETCTBYET COOTBETCTBYE
3HAHWUH, TpeGOoBaHUSAM. TpeGoBaHUIM, T
YMEHHUIA, Nmeromuxcst HO €CTb TpeOOBaHUAM.
HaBBIKOB 3HAaHUU, YMEHUN, | HEAOYETHI. Nmerommuxcs
HEJIOCTaTOYHO | HaBBIKOB B 1eioM | MiMeromuxcs 3HaHMH,
JUTSL pELeHUs JIOCTaTOYHO JUIs 3HaHWM, yMEHUH, | YMECHUH,
npoeCCHOHAT | PeIIeHUs HaBEHIKOB H HaBBIKOB H
BHBIX 33/1a4. npo)eCCHOHAIBH | MOTUBALIMM B MOTHBALIAH B
TpeGyercs BIX 3aJ1a4, HO 1EJIOM TIOJTHOM Mepe
HIOBTOPHOE Tpebyercs JIOCTaTOYHO Il | JOCTaTOYHO
o0yueHwue JIONIOJTHUTENbHAS | PELUCHHUS JUISL peLICHUS
IPaKTHKA 10 npodeCCHOHATH | CJIOMKHBIX
OOJILITNHCTBY HBIX 3aJ1a4, HO npodeccruona




Kpumepuu oyenueanus

LIkana oyenusanus

Heyooenemeopu-|  Yooeremeopu- Xopowo Omauyno
MeNbHO menvHo
IPaKTUYECKUX Tpebyetcs JBHBIX 33724
3amaq JOIOJTHUTEITbHAS
IIPaKTHKa 110
HEKOTOPBIM
npodeccHoHaIb
HBIM 33Jja9aM
YpoBenn
o Hroxe " "
chopmupoBannocTn  [Huskuii Cpennuii Bricokwmii
" CpeaHero
KOMIIeTEeHIHIA

3. OueHouHbI€ CpeaACTBA

3.1. IIpumepbI ONEHOUHBIX CPEACTB ISl TEKYIIEro kouTpoas (YK-1, YK-5, OIIK-1,

OIIK-2, OITK-4).

3.1.1. 3aganus ¢ BLIGOPOM HECKOJILKHX 0TBETOB

-9TO

1y

2)

3)

BUJI HAyYHOHM M IIPaKTHYECKOH JeSTeIbHOCTH,
HalpaBICHHBI  Ha  BBIABICHHE,  OIEHKY,
IIOHMMAaHUe U NPEIOTBPALCHUE HEXeJIaTeIbHbIX
NOCIC/CTBAI  IPHMEHEHHS  JIEKApCTBEHHBIX
IpenapaTroB

cHucreMa, opranuzyemas JiepXKaTesIMU
PETrUCTPALlMOHHBIX yIOCTOBEpEHH
JIEKapCTBEHHBIX npenapaToB u
YIIOJIHOMOYEHHBIMU opraHamw,

NpeHa3HAYeHHas Ui KOHTPOJIsS 0e30macHOCTH
JIEKapCTBEHHBIX IPENapaToB, CBOEBPEMEHHOIO
BBISIBJICHUSI  BCEX H3MECHEHMH B  OIIEHKE
COOTHOIIEHHUS "NOJNb3a - PUCK" JIEKAPCTBEHHBIX
IpenaparoB, Uil pa3pabOTKH W BHEAPEHHS Mep
0 00ECTEYEHUIO NPUMEHEHHs JIEKAPCTBEHHBIX
[pernapaTtoB IpH INPEBHIIEHHHA MOJNB3bI HaJ
pPHCKOM

nponecc Imepeiayd B YCTAaHOBIEHHOH (opme
MHQOPMAIIMM O HEXeJATEJbHBIX pPEeaKIMiIX B
YIOJTHOMOYEHHBIE OpraHbl

Ne Komneren TecroBrie Bonpocs! m BApHAHTHI 0TBETOB IpaBuabHBI
n/n 117178 H BapHaHT
npoBepsie oTBeTa
Mble
AAHHBIM
3aaHueM
| YK-1, VK- | COI'JIACHO ITPABUJIAM HAJUIEXAIIEA | 1
5, OIIK-1, | ITPAKTUKU OAPMAKOHA/I3OPA
OIlIK-2, EBPA3UICKOI'O SKOHOMHUYECKOI'O COIO3A
OIIK-4 «PAPMAKOHA/I3OP" (PHARMACOVIGILANCE)»




2. YK-1, VK- | COI'JTACHO ITPABUJIAM HAJUIEXAIILIEHA | 1
5, OIIK-1, | ITPAKTUKU OAPMAKOHAJI30PA
OIIK-2, EBPA3UKCKOI'O 3KOHOMMYECKOI'O COIO3A
OIIK-4 «®APMAKOHA/I30P" (PHARMACOVIGILANCE)»

-9TO '
4) BUA Hay4HOM W TPAKTHYECKOM J€SATETHHOCTH,
HallPABJICHHBI  Ha  BBIBIICHHE,  OLEHKY,
IIOHMMaHHE U NPEJOTBPAIICHHE HEXeIATeIbHbBIX
MOC/IC/ICTBMA ~ IPUMEHEHHUS  JIEKAPCTBEHHBIX
IpernapaToB
5) cucrema, opraHusyemas JiepKaTessiMA
PETUCTPAIIMOHHBIX yIOCTOBEpEHUI
JIEKapCTBEHHBIX IpenapaToB u
YIIOJIHOMOYEHHBIMH OpraHamd,
IpeHa3HAYeHHas Ul KOHTpOJs 0e30MacHOCTH
JICKapCTBEHHBIX IIPenapaToB, CBOEBPEMEHHOI'O
BBISBJICHHS BCEX M3MEHEHHM B  OIICHKE
COOTHOIIEHHs "MONb3a - PUCK" JIEKAPCTBEHHBIX
[pernaparoB, s pa3pabOTKH ¥ BHEIPEHHS MeEp
10 00ECIEeYeHHIO NPUMEHEHHS JIEKApCTBEHHBIX
IpPernapaToB IPM IPEBHILECHHHM IOJNB3BI HAJ
pHCKOM
6) mporecc mnepexayd B yCTAaHOBJIEHHOM (opme
uHGOpMaIMH O HEXeIaTeIbHBIX peaKI|siX B
YIIOJTHOMOYEHHBIE OPraHbl
3.1.2 3asaHus HA COMOCTABJICHHE
Neri/in Komneren 3ajaHue, BApHAHTHI OTBETOB ITpaBubHbIH
HH JUISL COTIOCTaBJICHUS BapUaHT
IpoBepsie oTBeTa
MBIE
JTAaHHBIM
3aJJaHHEM

1. VK-1, YK- | ConocrabTe onpeenesus: 1-b
5, OIIK-1, | 1) mpoliecc OIEHKH JaHHBIX O BHISIBJIEHHOM CHTHaJIE C | 2-A
OIIK-2, HETbI0 Bepu(HUKAUM ¥ HOATBEPXKAEHHS TOro (akra,
OIIK-4 YTO JOCTyNHas WHGPOpMAIMs COAEPKHUT JOCTATOYHEIE

A0Ka3aTeJIbCTBa I MOATBEPIKIACHUS BBISIBICHU S HOBOM
IOTeHIIUATLHOM HpH‘IHHHO-CJICI[CTBeHHOﬁ CB3M WA

HOBOTI'O aCIICKTa HU3BECTHOM B3aMMOCBS3H u,
CJIIEJ0BATECIILHO, SIBJISICTCSA o060cHOBaHHEM
HCO6X0}IHMOCTH OCYyIIECTBIICHUSA KOMILIICKCa

JAIbHENINNX AEHCTBHM 110 aHAJIU3Y CUTHAJIA;
2) curHan, I KOTOPOrO B IPOIECCE BHIOIHEHHS

'Bannnaunn H ONCHKH IOATBEPXIAIOMMUX JaHHBIX

YCTaHOBJICHO, 910 HMCIOIascs JAOKYMCEHTAIUsI
AOCTaTOYHA [JII MPEAIOJIONKCHUSA HaAIMYUA HOBOM
IOTECHIIUATBHOM HpH‘-IHHHO-CHCIICTBCHHOﬁ CBSISH WK




HOBOT'O acIEKTa M3BECTHOM B3aWMOCBSI3H MEXIY
MIPHEMOM TI0ZI03PEBAEMOr0 JIEKAPCTBEHHOIO Iperapara
U Ppa3BUTHEM HEOJArompuUsATHOTO IOCJIEACTBHS, W,
CJIeJIOBATEILHO, oInpezeneHa HEOO0XO0IMMOCTh
OCYIIECTBJICHUS KOMILIEKCA NAJbHEHIHUX JEHCTBHH IO
OLICHKE CUTHAJIa

A — BaIMIMpOBaHHBIM CHTHAJ
b - Baymanus curnana

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe OnpeesieHus:

1) nmara mnepBoro oxoOpeHust (WM aBTOPH3AIMH)
IIPOBEICHUS HUHTEPBEHIIMOHHOTO KIIMHAYECKOTO
MCCIIeIOBaHMUS B JII000# CTpaHe Mupa;

2) B mo0OOM rocynapcTBe JIEKapCTBEHHOI'O Mperapara,
COZIEPIKAIIETO ONPEETICHHOE IEHCTBYIONIEE BEIIECTBO

A - MEXyHapO Has nara o00peHus
pa3pabaThIBa€MOro JIEKapCTBEHHOTO IIpenapara

b - MexnyHapogHas naTa perucTpaldd Jara MepBOi
perucrpanuu (0100peHHs K IPUMEHEHHIO)

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

CormocraBbTe onpeneIeHus:
1) BEILECTBO WA
IpeHa3HAaYeHHOEe IS

KoMOuHaIms BEIIECTB,
JeYeHus, NPOQUIAKTUKA
3a0oyleBaHUN  dYelOBeKa MM BOCCTAHOBJICHHS,
KOPPEKLIMM  HWIM  HU3MEHEHHS  (PU3HOJIOTHYECKHX
GbyHKIui IIOCPEACTBOM (bapMakKoJIOrHIecKoro,
UMMYHOJIOTHYECKOTO 160 MeTab0IHIECKOTO
BO3JICMCTBHSI WIM JUIS JAMArHOCTHKH 3a00JieBaHHN W
COCTOSIHHSI Y€JIOBEKa,

2) nexapcTBeHHass ()opma, BCTymaromas B KOHTakT C
OpPraHHU3MOM 4YeJIOBEKa

A — n1eKapCTBEeHHBIN Ipenapar
b - 1exapcTBeHHOE CpeCcTBO

3.1.3 3axanus HA JONOJTHEHHE

Ne i/

Kommneren
105071
poBepsie
MEIE

JaHHbIM
3a1aHuEM

3a11aHHe Ha YCTAHOBJICHHUEC OOIIOJTHCHUS

(Bompoc — JIOTIOJTHHMTE. . ..)

IIpaBunbHBIH

BapHUaHT OTBCTa

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

— 93TO BHJ Hay4YHOH H

IIPaKTUYECKOHN JIEATELHOCTH, HalpaBICHHBIA HA
BEISIBIICHUE,
IIPEJOTBPAIICHUE HEXKENAaTEIbHBIX NOCICICTBHN
[IPUMEHEHUS

®dapMakoHaA30p

OLICHKY, TIOHUMaHHE "

JIEKapCTBEHHBIX
IIPECTABIISIET

Ipenaparos.
coboit

dapmakoHa130p




JEATEIbHOCTh,  HAIPAaBICHHYIO Ha  3alIUTy

3JI0pOBbSI IAI[MEHTOB U HACEJIEHUS

2. VK-1, VK- - 3T0 1006poBoOJBEHAN nepenada | CrIoHTaHHOE
5, OIIK-1, | cnenuanucToM CHCTEMBI 3[pAaBOOXPAHEHHS WM | COOOIICHUE
OIIK-2, HOTpeOUTENeM YIOJHOMOYEHHOMY OpraHy B
OIIK-4 chepe (bapmakoHa30pa, JEepXKATEIO

PETUCTPAIMOHHOTO yJIOCTOBEPEHHUS
JEKapCTBEHHOIO0  Ipenapara WJIH  Jpyrou
YIIOJIHOMOYEHHOU OpraHu3anyu JTAHHBIX,
KOTOpHIE COJEpXAaT OIMCAaHWE OJHOW WK
HECKOJIbKHX  HEeXeJaTeJbHBIX  peakiuii y
IAI[MEHTa, IPUHUMABIIErO OJUH WX HECKOJIBKO
JIEKapCTBEHHBIX IPENapaToB, U KOTOphIe HE ObUIH
IIOJyYEHBI B XOJI€ IPOBEICHUS KIMHUYECKOTO
HCCIIEIOBAaHMs WJIM NIPUMEHEHHS MHOTO METoza
OpraHM30BaHHOrO cOOpa JaHHBIX.

3. VK-1, YK- — 93T0 HenpenHamepeHHas | HexenarenpHas
5, OIIK-1, | meGnaronpusTHas peaxius OpraHM3Ma, | peaxius
OIIK-2, CBs3aHHAass C IIPUMEHEHUEM JIEKAPCTBEHHOIO
OIIK-4 mpernapara M IpeanoJiaralomas — Hajudue

B3aMMOCBSI3M C TPUMEHEHHEM I10J03PEBaEMOro
JIEKapCTBEHHOTO Tpernapara.
3.1.4 3apanus c pa3sBepHYTHIM 0TBETOM

Ne Komnerenn | Bonpoc IIpaBniabHBIN BapHAHT 0TBETA
UM, OTKPBITOr0 THIIA
NpoBepsieM
ble
AAHHBIM
3alaHHEM

1 VK-1,VK- |B yem | [IporpaMma mpexycMaTpuBaeT —COTPYJHHUECTBO
5, OIIK-1, | 3aximodaercs HallMOHAJIBHBIX peryimpyronmx oprasoB 1 BO3 B
OIIK-2, NpeaHa3HaAYEHUE obnacTu coOOIIEHHI O HEXeNaTeIbHBIX PEeaKIHsIX
OIIK-4 ITporpaMmer 10 | ¥ MOHUTOpHHTIa 6e30macHoCTH JiekapceTB. B pamkax

MEXIYHApOJHOMY | IPOrpaMMbI IPOBOAMTCS cOOp CBEICHHH, B TOM
MOHUTOPHHTY YuCJie  TOJNYYEHHBIX B  BHAE  CIIOHTAHHBIX
JIEKapCTBEHHBIX COOOIEeHHUHA.

CpezicTB

(International Drug

Monitoring

Program, WHO)?

2. YK-1, VK- | Kt0 aBisercs | Jlepxkarenu peruCTPallMOHHBIX — YAOCTOBEPEHH
5, OIIK-1, OTBETCTBEHHBIM 3a | SBJISIOTCS OTBETCTBEHHBIMH 3a BBINIOJHEHHE 3a7a4
OIIK-2, BBIIIOJIHEHHE 3a1a4 | U o0s3aHHOCTEH 1O (hapMakoHaI30py, € LENBIO
OIIK-4 1 003aHHOCTEH O | rApaHTHPOBAHHOTO BBIIOJIHEHUS 00S3aTENBCTB H

bapmakxoHa30py
Cpeau rocyaapcTB-
YJICHOB
EBpasuniickoro
9KOHOMUYECKOT0

NPUHATHS TIPH HEOOXOJUMOCTH TPeOYEMBIX MEp 110
(bapmakoHa30py B OTHOIICHUH
3aperuCTPUPOBAaHHBIX JIEKApPCTBEHHBIX cpeacTB. C
OTOM  HENBIO  JepXKareld  PerucTPAlMOHHBIX
YIOCTOBEPEHHI JIOJDKHBI 0becneynTh
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cor3a M 4TO | GyHKIHOHMPOBAHUE CHCTEMBI (hapMaKoHa30pa Ha
ABJISIETCS TEPPUTOPUSAX  TIOCYJapCTB-WIEHOB,  BKJIIOYAs
peaiu3aleli 3TUX | BHEApPEHHE Haexamei U 3h(GEeKTUBHON CHCTEMBI
obs13aHHOCTEH? Ka4ecTBa CUCTEMBI (hapMaKoOHa[30pa.

3. VK-1, VK- | dns Koro | ABromaruszrpoBaHHas cuctema «®apmakoHaazopa
5, OIIK-1, | npenHasHaveHa IpeAHa3HayeHa Il COTPYJHHMKOB I€HTPAIBHOIO
OIIK-2, aBTOMAaTU3MpPOBAaHH | anmapara Poc3apaBHaa30pa, TePPUTOPUAIBHBIX
OIIK-4 ast cucTeMa | OpraHoB Poc3npaBnanzopa, CIEMATNCTOB

Poc3npaBHan3opa | mpHBIEKaeMbIX HKCIIEPTHBIX OpraHu3aIui,

«®DapMaKoHaI30p» | COTPYAHHKOB PETHOHATBHBIX IIEHTPOB

? MOHHUTOPHUHTA JIEKapCTBEHHBIX CPEICTB,
OTBETCTBEHHBIX COTPYJIHHMKOB (hapMarieBTHUECKUX
OpraHm3aliiii,  CIOeNMaJucToB B obmactu
3[paBOOXPAaHEHUS, COTPYIHHUKOB MEIUIIMHCKHX
Opra"u3anui.

3.2 lIpomexyTounsiii kouTpoJb (YK-1, YK-5, OIIK-1, OIIK-2, OIIK-4)

3.2.1 3aganus c BHIGOPOM HECKOJILKHX OTBETOB

Ne Komneren TecToBbI€ BONPOCHI H BADHAHTHI 0TBETOB IIpaBnabHBI
n/n M H, H BapHaHT
nposepsie oTBeTa
Mble
JAAHHBIM
3alaHHEM

3. VK-1, YK- | COI'JTACHO ITPABUJIAM HAJUTEXAILEMH | 1
5, OIIK-1, | ITPAKTUKHU OAPMAKOHAJI30PA
OIIK-2, EBPA3UMCKOI'O SKOHOMMYECKOI'O COIO3A
OIIK-4 «DAPMAKOHA/JI30P" (PHARMACOVIGILANCE)»
-9TO
7) BUA HaAydyHOM M MPAaKTHYECKOH JESTEILHOCTH,
HalpaBlIeHHBIA  HA  BbIABIIEHHE,  OIICHKY,
IIOHMMAaHUE ¥ NPeJOTBpAIICHUE HEXeNaTeIbHBIX
HOCJIE/ICTBUA  NPUMEHEHHS  JICKAPCTBEHHBIX

IpenapaToB

8) cucrema, opranuzyemas JiepXKaTeIsIMHA
PEruCTPaMOHHBIX yIOCTOBEpEHHUH
JIEKapCTBEHHBIX IpernaparoB %}
YIIOJTHOMOYEHHBIMH OpraHamy,

IpeAHa3HAYeHHas Ui KOHTposs 0e30macHOCTH
JIEKapCTBEHHBIX IIpernapaToB, CBOEBPEMEHHOIO
BBISIBJIGHUSI BCEX H3MEHEHMH B  OIICHKE
COOTHOIIEHHS '"MONb3a - PUCK" JIEKAPCTBEHHBIX
IpernaparoB, JUis pa3pabOTKH ¥ BHEAPEHHS MEp
no obecredyeHnI0 MPUMEHEHHs JIEKapCTBEHHBIX
IpernapaToB IpY MPEBBIIEHHM IIOJIB3bI HAJ
pHUCKOM
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9) mpomecc mnepenaud B yCTaHOBICHHOW (opme
MHGOPMAIIMA O HEXENaTeIbHBIX pEakKIMaX B
YIIOJIHOMOYEHHBIE OPraHbl

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JTACHO I[TPABUJIAM HAJUTEXAIIEA
[TPAKTUKHA OAPMAKOHA/I30PA
EBPA3UMCKOI'O SKOHOMMYECKOI'O COIO3A
«BAJIUJTUPOBAHHBIM CUTHAJI» - 3TO

1) curmam, Ui KOTOPOro B IMPOIECCE BHIIOJHEHUS
BaJIMJIallMU ¥ OLIEHKH MOATBEPMKAAIOIMX JTAHHBIX
YCTaHOBJIEHO, YTO HMMEIOMAsACA IOKyMEHTaIUsa
JI0CTaTOYHA JJIs  IPEANOJIOKEHUS  HAIW4IUsd
HOBOH IOTEHIMAIBHOM NPUYUHHO-CJIEJICTBEHHON
CBA3M MM HOBOIO  acrleKTa  H3BECTHOM
B3aMMOCBSI3H MEXAY IIPHEMOM II0JJ03PEBaeMOro
JIEKapCTBEHHOI'O  Ipernapata H  pa3BUTHEM
HeOJIaronpUsITHOTO NOCTIEACTBHS, u,
CJIeIOBATENbHO, OmpenesieHa HeoOXOTUMOCTh
OCYIIECTBJICHUS KOMILIEKCa JaJIbHEHIINX
JEHCTBUIA 110 OLIEHKE CUTHAIA

2) curHaj, OIEHKa KOTOpOro ObuUia 3aBepiieHa B
OTYETHBIN IIEPHOJI COCTABJICHHS ITEPHOIAYECKOTO
OOHOBIISEMOT'0 OTYETA IO OE30MAaCHOCTH.

3) mobas HenpeaHamepeHHas OIIMOKAa PabOTHHKA
CHUCTEMBI  3/IpaBOOXpAaHEHMS, NalMEHTa WM
noTpebuTeNns B HA3HAYEHHH, OTIIYCKE, JO3UPOBKE
W BBEJICHUH/TIpUEME JIEKapCTBEHHOT'O
npernapara

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JTACHO ITPABUJIAM HAJUTEXAIIEA
I[TPAKTHUKHU OAPMAKOHAJI30PA
EBPA3BUMCKOI'O SKOHOMMYECKOI'O COIO3A
«MEXITYHAPOJIHAS JATA OJJOBPEHUA
PA3PABATBIBAEMOI'O JIEKAPCTBEHHOI'O
ITPEITAPATA (MIOPIJIC) (DEVELOPMENT
INTERNATIONAL BIRTH DATE (DIBD))» - 9TO
1) nata mepBoro omoOpeHHsi (WM aBTOPU3AIIKH)
IIPOBEJICHUS] MHTEPBEHIMOHHOTO KIMHUYECKOTO
UcclIen0BaHus B JI000# cTpaHe Mupa
2) nara mepBod peructpauun (omoOpeHHS K
IpUMEHEHUI0) 5 B mmobod crpaHe Mupa
JEKapCTBEHHOI0  Ipernapara,  COJEpIKallero
OIIpEeJIETICHHOE JIEHCTBYIONIEE BEIIECTBO

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI''TACHO ITPABUJIAM HAJUTEXAIIEA
I[TPAKTHUKHU OAPMAKOHA/JI30PA
EBPA3BUMCKOIO SKOHOMMUYECKOI'O COIO3A
«MEXIYHAPOIHASL  JTATA  PET'MCTPAIIUA
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(MJIP) (INTERNATIONAL BIRTH DATE (IBD))» -
9TO
1) mara mepBoro oxoOpeHHs (MM aBTOPH3AIMH)
JUIst IPOBEACHHUSA HHTEPBEHIIMOHHOIO
KIMHAYECKOTO  WCCIICJIOBAHUSA/UCIBITAHMSA B
mo0oii U3 cTpaH MUpa
2) nmara mepBoi perucrpaimud  (omoOpeHHs K
IPUMEHEHHUIO) B moboM roCy/lapCTBe
JIEKapCTBEHHOTO  TIpemapara,  COJepiamero
OIpezieJIeHHOE JIEHCTBYIOIIEE BEIIECTBO

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI''TACHO I[TPABUJIAM HAJUIEXXAIIEA
[TPAKTUKHA O®APMAKOHA/I30PA
EBPA3UMCKOI'O SKOHOMUYECKOI'O COIO3A
«HEXEJIATEJIbHA PEAKIIA (ADVERSE
REACTION)» - 9TO
1) HempemHamMepeHHas HeOJIarompHsTHas peaKIus
opraHu3Ma, CBsf3aHHas C  IPUMCHCHHEM
JICKapCTBEHHOI'0 Ipenapara M IIpeJrojiararomas
HAJIMYME  B3aUMOCBA3M C  IPUMEHEHHEM
10JI03PEBAEMOT 0 JIEKAPCTBEHHOI'O IIpenapara
2) moboe  HEOIarompuATHOE  HM3MEHEHHE B
COCTOSIHMM 3/I0pOBbsl TMAallMeHTa WM CcyOheKTa
KJINHHYECKOT'O UCCIIeIOBaHUS/UCTIBITAHNS,
KOTOPOMY Ha3zHAJaJICs
JIeKapCTBEHHBIH/MCCIIE My MBI mpemnapar,
HE3aBUCHMO OT IPUYMHHO-CIICICTBEHHOM CBS3H C
€ro NMpUMEHEHNEM
3) HexenarejabHas peakUHs, XapakTep, CTEIECHb
TSOKECTH WJIM MCXOJ] KOTOPOH HE COOTBETCTBYET
uH(pOpMaIMU B JEHCTBYIOIIEH MHCTPYKIMH ITO
MEIMIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOI'O
npernapara Ju6o B Opoumope uccienoBaTess s
HE3aperuCTPUPOBaHHOTO JIEKapCTBEHHOI'0
npemnapara

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JIACHO I[TPABUJIAM HAJUIEXAILEA
[TPAKTHUKHA O®APMAKOHAJI30PA
EBPA3SMMCKOI'O SKOHOMUYECKOI'O COIO3A
«HEITPEJIBUJIEHHA A HEXEJIATEJIbHA
PEAKIIVS (UNEXPECTED ADVERSE REACTION)»
-9TO
1) HempenHaMepeHHass HeONAroOnmpHsTHAs PpeaKIus
opraHms3ma, CBsi3aHHas C  IPUMEHEHHEM
JIEKapCTBEHHOTO/MCCIIeyeMOr0  Ipenapara H
Ipenojiaralomas Hajluyue, KaKk MHHHMYM,
BO3MOXXHOM  B3aUMOCBSI3M C  IIPHMEHCHHEM
I0/I03PEBAEMOT0 JIEKAPCTBEHHOTO/HCCIIEyEMOTrO
npenapara
2) mobGoe  HeONarompusITHOE  H3MEHEHHE B
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COCTOSIHMH 3/I0POBBbSl TAlMEHTa WIH CyObekTa

KJIMHUYECKOT O MCCIIeIOBAHUSA/UCIIBITAHHUS,
KOTOpOMY Ha3Ha4aJCs
JIEKapCTBEHHBIA/UCCIIE Yy eMbIi npemnapar,

HE3aBUCUMO OT IIPUYMHHO-CIIEICTBEHHOU CBSI3HU C
€ro NpUMEHEHHEM

3) HexenareibHas peakius, XapakTep, CTEleHb
TSDKECTH WJIM MCXOJ KOTOPOH HE COOTBETCTBYET
uH(popManuu, copepxameics B JeHCTByIOmEH
obmei XapaKTEePUCTUKE JIEKapCTBEHHOI'O

mperapara
9. VK-1, VK- | COI'JTACHO ITPABUJIAM HAJUIEXAILEA
5, OIIK-1, | ITPAKTHUKHA O®APMAKOHAJI30PA
OIlIK-2, EBPA3UIMCKOI'O SKOHOMMYECKOI'O COIO3A
OIIK-4 «[TOTEHIIUAJIBHBIA PUCK (POTENTIAL RISK)» -
3TO
1) HexenarenbHOE NOCHENCTBHE (papMaKOTEpanuw,
B OTHOLIEHHUHU KOTOPOT'O UMEIOTCS OCHOBAHHUS JUIS
IOJO3DEHHH Ha HalM4de B3aMMOCBS3H C
JIeKapCTBEHHBIM npenapaTom, KoTopast
HaJJIexaInuM obpa3oM He ObUIa MOATBEPXKACHA
2) HaMepeHHOe€ U HEHaJIeXalee [pPUMEHEHHE
JIEKapCTBEHHOI0  Ipernapara, KOTOpoe  He
COOTBETCTBYET OOOPEHHOMY B HMHCTPYKIUH IIO
MEIULIIMHCKOMY PUMEHEHHIO
3) HexenarelbHas peakius, XapakTep, CTENeHb
TSDKECTH HJIM MCXOJl KOTOPOH HE COOTBETCTBYET
HHGOpPMAIMU B JEHUCTBYIOIIEH HHCTPYKIUH II0
MEJMIIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOI'O
npenapara Jub0 B Opoimope uccienoBaTens s
HE3aperuCTPUPOBAHHOTO JIEKapCTBEHHOTO
pernapara
10. VK-1, VK- [ COT'JIACHO ITPABUJIAM HAJUTEXAIIEA
5, OIIK-1, | ITPAKTHUKHA O®APMAKOHA/I30PA
OIIK-2, EBPA3BUICKOI'O SKOHOMMYECKOI'O COIO3A
OIIK-4 «CEPBE3HASI  HEXEJIATEJIbHASI ~ PEAKILIMA

(SERIOUS ADVERSE REACTION)» - 9TO

1) HexenarenbHas peakuus, KOTOpas HOPHUBOAUT K
CMEPTH, MpPEICTaBIACT YIrpo3y I IKU3HH
nanueHTa, TpeOyeT TOoCHHMTaIM3allud TaIHeHTa
WIN €€ IPOJUICHHS, IPUBOAUT K CTOMKOH MO0
BBIpaXXEHHOH HETPYJA0CIOCOOHOCTH WA
MHBAJIMJHOCTH, K BPOXKIECHHBIM aHOMAJIHMSIM HIIH
IIOPOKaM pa3BUTHUS

2) HexelaTelbHOE IMOCIEACTBHE (apMaKOTepanuH,
B OTHOIICHHUH KOTOPOTO UMEIOTCS OCHOBAHUS JJIS
[IOJIO3PEHUMA 110 HAJIM4YMIO B3aUMOCBS3H C
JIEKapCTBEHHBIM IIpenapaToM, OJHAKO JaHHas
B3aMMOCBS3b HaJUIeXamuM obpazoM He Obuia
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HOJTBEPXK/IeHA

3) HexenaTelbHas peakiMs, XapakTep, CTElEeHb
TSDKECTH MJIM MCXOJ KOTOPOH HE COOTBETCTBYET
HHGOpMAIIMK B JEUCTBYIOUWIEH HHCTPYKLIMH IIO
MEJIMIIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOI'O
npenapara Jqu60 B 6poInope uccieroBaTens it
HE3aperuCTPUPOBAHHOTO JIEKapCTBEHHOTO
npernapara

11.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JIACHO  IIPABUJIAM  HAJUIEXAIIEN
[TPAKTUKHU OAPMAKOHA]JI30PA
EBPA3UIMCKOI'O SKOHOMHYECKOI'O COIO3A
«CUCTEMA O®APMAKOHA]JI30PA
(PHARMACOVIGILANCE SYSTEM)» - OTO
1) cucrema, opranusyemMas JiepXKaTeISIMA
PETUCTpPAIIMOHHBIX yIOCTOBEPEHHHI
JIEKapCTBEHHBIX IpenapaToB %}
yIIOJIHOMOYEHHBIMH  OpraHaMu B cdepe
¢dapMakoHaq30pa OIS BHIIOJHEHHS 3a1a4 |
o0s13aHHOCTEH 10 bapmakoHa30pYy,
IpeJHa3HaYeHHast s KOHTpOJs 06e30macHOCTH
JIEKapCTBEHHBIX IIpenapaToB, CBOEBPEMEHHOI'O
BBIBICHHS  BCEX M3MEHEHHM B  OIICHKE
COOTHOIIEHHS "MOJIb3a - PUCK" JIEKApCTBEHHBIX
IIpenaparoB, Uil pa3pabOTKH U BHEAPEHHS Mep
110 O0ECIEYEeHHIO IPHUMEHEHHS JIEKapCTBEHHBIX
IIPENapaToB IIPU INPEBHIIICHHH IIOJB3BI HAJ
PHCKOM
2) KOMIUIEKC JEHCTBHH ©M  MEpOIpPHUATHH 110
(bapmakoHa30py, HAIPABICHHBIX HA BEISABJIEHHE,
XapaKTepUCTHUKY, IpeJOTBpaIleHue WA
MUHUMU3AIAIO PHCKOB, CBSI3aHHBIX c
JEKapCTBEHHBIMM  IIperapaTtaMH,  BKJIIOYas
OLIEHKY 3()(HEeKTHBHOCTH TaHHBIX MEPOIIPHUITHMA U
JeSTEIbHOCTH
3) opraHM3alMOHHAas CTPYKTypa, OOs3aHHOCTH,
IpPOIEAYPHI, IPOLECCHI M PECYPCHl CHUCTEMBI
(bapmakoHa30pa, BKITIOYast HajijIexaiiee
YIpaBJI€HUE pecypcaMH, JAOKyMEHTalued u
COOTBETCTBHE HOPMaM PeryJIUPOBaHUS

12.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JTACHO I[TPABUJIAM HAJUJTEXAILIEA
[TPAKTHKU O®APMAKOHAJI30PA
EBPA3UMCKOI'O SKOHOMMYECKOI'O COIO3A
«CUCTEMA KAYECTBA CUCTEMBI
®APMAKOHA/I3OPA (QUALITY SYSTEM OF A
PHARMACOVIGILANCE SYSTEM)» - 9TO
1) cucrema, Oopranusyemas JiepxKaTessiMu
PETHCTPAILIHOHHBIX yIOCTOBEpEHH I u
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HaIlMOHAJIbHBIMU PETYJISTOPHBIMU OpraHaMHU JIst
BBIIOJIHEHUST 3a7a4  HM  00s3aHHOCTEH 1O
bapmakoHa3opy, npeHa3HaYeHHas VISt
KOHTPOJIS Oe3omacHOCTH JIEKapCTBEHHBIX
[IPENapaToB, CBOEBPEMEHHOIO BBISBICHHS BCEX
HU3MEHEHHUH B OLIEHKE COOTHOIIEHHUS I10JIb3a-PUCK
JIEKapCTBEHHBIX IpenaparoB, pa3paboTku u
BHEJIDEHUSI Mep 10 O0ECNEYEeHHUIO NPUMECHEHUS
JIEKapCTBEHHBIX IPENapaToB IIPH IPEBBIICHUA
10JIb3BI HAJl PUCKOM

2) KOMIUIEKC JEHCTBHA W  MEpPONPHATHH IO
(bapMakoHaq30py, HAPaBJIEHHBIX HA BBISBJICHUE,
XapaKTepUCTHKY, MpeIoTBpalleHAE WA
MUHUMU3ALHUIO PHCKOB, CBSI3aHHBIX c
JEKapCTBEHHBIMH  IIpemnapaTaMM,  BKJIIOYast
oLeHKY 3()(EeKTHBHOCTH JAaHHBIX MEPONIPHATUHN H
JeSITEeIEHOCTH

3) opraHM3alMOHHAs CTPYKTypa, OOS3aHHOCTH,
IpOLEAYpPHl, IPOIECCHl M PECYPCHl CHCTEMBI
(bapmakoHa30pa, BKJIIOYAst HaJJIexaniee
yIpaBlieHHE pecypcaMH, IOKYMEHTaluen u
COOTBETCTBHE HOPMaM PETYIUPOBAHUS

13. VK-1, VK- | COTJIACHO  IIPABWIAM  HAJJIEXAIIEI
5,0IK-1, |IIPAKTUKU ®APMAKOHAJI30PA
OIK-2, | EBPA3MICKOIO SKOHOMHUYECKOI'O COIO3A
OITK-4 «3ABEPIIIEHHOE KJIMHUYECKOE

VCCJIEJOBAHME" (COMPLETED  CLINICAL
TRIAL)» - OTO
l) HCCJICIOBAHUC, 110 KOTOPOMY IIOATOTOBJICH
3aKIJTIOYUTEIbHBIA OoTYeT (0] KIIMHUYECCKOM
HCCIICJOBAHHUHU
2) HCCJIIEAOBAHUE, B KOTOPOM HA4YaJIOCh BKJIFOYCHHUE
IMaIfuCHTOB, JaXE €CIIk HUCCIICOAOBAHUC
IIPUOCTAHOBJICHO WJIM €r0 aHallid3 3aBCPIICH, HO
UTOTOBBIA OTYET O HEM OTCYTCTBYCT

14. VK-1, VK- | COTJIACHO  IIPABWIAM  HAJJIEXAIIEN
5,0IK-1, | [IPAKTUKHU ®APMAKOHAJI30PA
OIK-2, |EBPA3MICKOIO DSKOHOMHYECKOI'O COIO3A
OIIK-4 «TPOJIOJDKAIOIIEECS KJIMHUYECKOE

HNCCIIEJOBAHHME" (ONGOING CLINICAL TRAIL)»
-9TO
1) uccnemoBanue, 1O KOTOPOMY IOJTrOTOBJICH
3aKJIIOYUTENBHBIM ~ OTYET O  KIHHHYECKOM
UCCJIeIOBAHUH
2) uccnenoBaHHe, B KOTOPOM Ha4ajloCh BKJFOUEHHE
MalHeHTOB, JIaxe ecim HCCIIEIOBAHHE
IIPHOCTAaHOBJIEHO WJIA €r0 aHaJu3 3aBEpINEH, HO
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WUTOTOBBIM OTYET O HEM OTCYTCTBYET

15.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COTI'JTACHO [TPABUJIAM HAJUIEXXAILIENA
ITPAKTHUKHU OAPMAKOHA/JI30PA
EBPA3SMIMCKOI'O SKOHOMMYECKOI'O COIO3A
"OTKJIOHEHHBIA CUTHAJI" (REFUTED SIGNAL) -
9TO
1) curnan, BrepBele BHIABICHHBIM B TEYEHHE
OTYETHOI'0 nepuoa NEPHOANIECKOTO
OOHOBIIIEMOIO0  OTYETa IO  OE30MacCHOCTH,
SIBJIIIOIIMICS OCHOBAaHHEM JUIS  JAIbHEHIIHX
JICUCTBUM MJIA €T0 OLICHKH
2) BaIUAMPOBAHHBIA  CHTHAJ,  KOTOPHIA  IIO
pesysibTaTaM  IOCHEAYIOmEeH  OImeHKH  ObUI
OIlpelleJIeH  KaK JIOXKHBIA B  CBSA3H C
HEBO3MOXXHOCTBIO  IOATBEPXKICHHUS  HAMYIHS
IPUYMHHO-CIIEJACTBEHHOW CBSI3M Ha TEKYLIWi
IIEPUOJ] BpEMEHH
3) curman, JUIi  KOTOpOro IO  pe3yibTaram
BBITIOJTHEHHS BaJIUIAlIMHA U OIIEHKH
IIOJTBEPXKJAIONIMX JaHHBIX YCTAHOBJIEHO, YTO
AMeEIOLTHEeCs JIaHHBIE SIBIISTFOTCS
HEIOCTATOYHBIMU  JUISI  IPEIIOJIOKEHUS O
HaJIMYM¥ HOBOM IOTEHUUAIBHOM IPUYHMHHO-
CIEICTBEHHOM CBS3M MJIM HOBOI'O acleKkTa
U3BECTHOM B3aMMOCBS3H H, CJIE€JOBATEIbHO,
JAIbHEWINVK aHauW3 CUTHajJa HE SBISETCS
000CHOBaHHBIM

16.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COTI'JIACHO ITPABUJIAM HAJUTEXAILEA
I[TPAKTHUKHA OAPMAKOHAJI30PA
EBPA3UVCKOI'O 3KOHOMMYECKOI'O COIO3A
"HEBAJIMJIUPOBAHHBI CUTHAJT" (NON-
VALIDATED SIGNAL) - 3TO
1) curnan, BHepBble BBHISBICHHBIH B TEYEHHE
OTUYETHOTO nepuoaa IIEPUOTTIECKOTO
OOHOBIIEMOTO  OT4eTa 10  0E30IMaCHOCTH,
SBJISIOIIMACA OCHOBaHMEM Ui JaJbHEHIONX
JICHCTBHI UK €TO OIICHKH
2) BaNMIUPOBAHHBIA  CHTHAJI,  KOTOPBIA  IIO
pesyibrataM — IOCIHEAYIOUEH  OLEHKH  ObLI
OmpeseieH  KaKk  JIOKHBIA B CBS3H  C
HEBO3MOXXHOCTBIO ~ ITOATBEPXKICHHUS  HAIWYHSA
IPUYMHHO-CIIEICTBEHHONW CBSI3M Ha TEKyIIHi
IIEPHUOJ BpEMEHHU
3) curHan, A KOTOpOro IO  pe3yjbraram

BBIIIOJIHCHU S BalIMJaliliv u OIICHKH
NOATBEPXKAAIOIINX JAaHHBIX YCTAaHOBJICHO, 4YTO
HMCIOITUECS JaHHBIC SBJISIOTCS

HCI0CTaTOYHbIMHU JUIA IIPEANIOJIOXCHHA L 0
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HaJIMYUM HOBOM NOTECHUUAIBHONH NPHYUHHO-
CIEACTBEHHOM CBS3M WJIM HOBOIO AacIeKTa
U3BECTHOW B3aMMOCBS3H M, CJENOBATENIBHO,
JAIbHEWININK aHaJIu3 CHTHajJa HE SBISETCS
000CHOBaHHBIM

17.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JIACHO [TPABUJIAM HAJUIEXKAILIEA
[TPAKTUKH O®APMAKOHAJI30PA
EBPA3UMCKOIO SKOHOMMYECKOI'O "OTYET
II0 BE3OITACHOCTHU PA3PABATBIBAEMOI'O
JIEKAPCTBEHHOI'O [TPEITAPATA"
(DEVELOPMENT SAFETY UPDATE REPORT
(DSUR)) - 3TO
1) mepuonmyeckuit  OOHOBIISIEMBIH  OTYET IO
6e30macHOCTH  JIEKapCTBEHHOrO  IIperapara,
HaxoJsImerocs B pa3paboTke
2) oT4eT A NPECTaBICHUS OLEHKH COOTHOINECHHUS
"mone3a - pHCK" JIEKapCTBEHHOro IIperapara
JIEpXKaTeJIeM PEruCTPaldOHHOIO yJOCTOBEPEHHUS
JIEKapCTBEHHOI0 Ipenapara B OIpeJeICHHBIA
epUuo.I BpEMEHH B TE€YEeHHE
[IOCTPETUCTPALIMOHHOTO ATana
I0APOOHOE ONUCAHUE CHCTEMBI YIIPABJICHHS PUCKAMHK

18.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COTI'JTACHO [TPABUJIAM HAJUTEXAILEA
I[TPAKTUKHA OAPMAKOHA/JI30PA
EBPA3UMCKOI'O SKOHOMMYECKOI'O COIO3A
"HOBBIM BBISIBJIEHHBIA CUTHAJI" (NEWLY
IDENTIFIED SIGNAL) - 9TO
1) curHan, BmepBble BBHIABICHHBIA B TEYCHHE
OTYETHOT'O nepuojia MIEPUOIUIECKOTO
OOHOBJIIEMOr0  OTY4eTa IO  OE30IacHOCTH,
SBJISIIOIUICSA OCHOBAaHHMEM Ul  JAIbHEHIIHNX
JIEWCTBUH UJIK €ro OLIEHKH
2) BWIMAMPOBAHHBIA  CHTHAJ,  KOTOPHIA  IIO
pesynbraraM  IOCJIENYIOEH  OLEHKH  OBLI
ONpeleNeH  KaKk JIOKHBIA B  CBS3M C
HEBO3MOXXHOCTBIO  IOATBEP)KACHUS  HATUUHUS
NPUYMHHO-CIIEACTBEHHOM CBSI3M Ha TEKYIIUH
IIEpUOJ BpEMEHH
3) curHai, UL KOTOpPOrO IO  pe3yjbTaram

BBIIIOJTHCHU S BaJIMJIAIIMH Hu OII€HKH
IMOATBECPXAAOINX JTAaHHBIX YCTAaHOBJICHO, 4YTO
HMCIOIITHUECS JaHHBIC SIBJISAFOTCS

HEJIOCTATOYHBIMM  JUISI  INPEATONOXKEHHUS O
HAJIMYMM HOBOM IOTEHUUAIBHOM IPHYMHHO-
CIIEICTBEHHOM CBSI3M WJIM HOBOIO AacmlekTa
U3BECTHOM B3aMMOCBSI3M H, CII€OBaTENbHO,
JAJIBHEHIINM aHalW3 CHTHAJA HE SBISETCS
000CHOBaHHBIM
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19.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JIACHO  IIPABUJIAM  HAJUIEXAILEX
I[TPAKTUKHA OAPMAKOHAJI30PA
EBPA3HICKOI'O SKOHOMMYECKOI'O
"IMEPUOJIMYECKHWI OBHOBJISIEMBIM OTYET I10
BE3OITACHOCTU" (PERIODIC SAFETY UPDATE
REPORT (PSUR)) - 3TO
1) nmepumommueckuit  OOHOBJISIEMBIM  OTYET IO
0e30macHOCTH  JIEKQpCTBEHHOTO  IIperaparta,
HaxXOoZsIIerocs B pa3paboTke
2) OTYeT A NPENCTaBICHUS OLEHKH COOTHOINEHHUS
"monme3a - pHCK" JIeKapCTBEHHOrO IIperapara
JiepXKaTelleM PEruCTPaldOHHOIO YAOCTOBEPEHHUS
JIEKapCTBEHHOI'0 IIpenapara B ONpeAeICHHBII
(50 (Vi BPEMEHH B TE€YCHUE
[IOCTPETUCTPALIMOHHOTO dTara
3) moagpoOHOEe oOmnUCaHWEe CHCTEMBI YIIPaBJIEHUS
pHUCKaMH

20.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JIACHO I[TPABUJIAM HAJUTEXAILEA
I[TPAKTUKHU OAPMAKOHA]JI30PA
EBPA3UMCKOI'O SKOHOMUYECKOI'O "IUIAH
VIIPABJIEHUS PUCKAMU" (RISK MANAGEMENT
PLAN) - 3TO
1) nmepuonuyeckuii  OOHOBJISIEMBIH  OTYET 110
0€30macHOCTH  JIEKapCTBEHHOTO  IIperapara,
HaxoJserocs B pa3paboTke
2) OT4Yer Ui MPECTaBICHUS OLEHKH COOTHOLIEHHS
"mosp3a - pHUCK" JIEKAPCTBEHHOIO IIpenapara
JiepXKaTeIeM PEruCTPaIHOHHOIO yJOCTOBEPEHUS
JIEKapCTBEHHOI0 IIpernapara B OIpeeIeHHBIA
IEPUOL BpEMEHHU B TE4YEHHUE
IOCTPErHCTPALMOHHOTO dTamna
3) mompoOHOE ONHCAHHE CHCTEMBI YIIPABJICHHSA
pHCKaMHu

21;

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JIACHO ITPABUJIAM HAJUIEXAILEN
I[TPAKTHUKHU OAPMAKOHA]JI30PA
EBPA3UICKOI'O SKOHOMMYECKOI'O
"CUCTEMA VIIPABJIEHUSI PUCKAMMU" (RISK
MANAGEMENT SYSTEM) - 3TO
1) opraHu3ampoHHas CTPYyKTypa, OOS3aHHOCTH,
IPOIEIYPBl, IPOLECCHl M PECYpPChl CHCTEMEI
bapmakoHa3o0pa, BKJIIOYAs HaJJIexaiiee
VIPaBJIEHUE pecypcaMH, JOKyMEHTalen u
COOTBETCTBHE HOpPMaM PETryJIMPOBAHUSL
2) KOMIUIEKC JEeWCTBHM H  MEPONPHUATHH IO
(apmaxoHa30py, HaNPaBJIEHHBIX HA BBISBJICHHE,
XapaKTepUCTHUKY, IIPEJOTBPALCHUE WA
MUHHUMHU3AIAIO PHCKOB, CBSI3aHHBIX e
JCKapCTBEHHBIMHM  IpemaparaMHd,  BKJIIOYas
OLEHKY 52((eKTHBHOCTH 3THX JAeHCTBHM U
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MEPOIIPUATHHA

3) cucrema, opraHu3yemMast JiepXKaTesiMU
PEerUCTpaliHOHHBIX yIOCTOBEpEHHI
JIEKapCTBEHHBIX npenapaToB %}

YIOJHOMOYEHHBIMH  OpramaMH B cdepe
(dapmakoHaq30pa IS BBIIOJIHEHHS 3amad M
obs13aHHOCTEH o bapmaKkoHa30py,
IpeJHa3HaYeHHas Uil KOHTpoJs 6e30macHOCTH
JIEKAPCTBEHHBIX IIPENapaToB, CBOEBPEMEHHOIO
BBISBJICHMS ~ BCEX M3MEHEHMH B  OIICHKE
COOTHOIICHHs "IOJIb3a - PHCK'" JIEKapCTBEHHBIX
Ipenaparos, JuUis pa3pabOTKH ¥ BHEIPEHHS Mep
1o o0ecreYeHUIO NMPUMEHEHHS JIEKapCTBEHHBIX
[IpErapaToB IPM IPEBHILIECHHM IIOIB3BI HAal
PUCKOM

22,

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

COI'JTACHO I[TPABUJIAM HAJIEXAIIEA
I[TPAKTHUKHA O®APMAKOHA/JI30PA
EBPA3MIMCKOI'O 9KOHOMMYECKOI'O "MACTEP-
AN CUCTEMBI OAPMAKOHA/JI3OPA"
(PHARMACOVIGILANCE SYSTEM MASTER FILE
(PSMF)) - 9TO
1) mompo6uOe ONHCaHue CHCTEMBI
¢papmakoHaq30pa, NPUMEHAEMON JaepXKaTeeM
PETHUCTPALIHOHHOTO yIIOCTOBEPEHHS B
OTHOLICHHMH JAHHBIX 00 OJHOM HJIM HECKOJIBKHX
3aperucTpUPOBAHHBIX JIEKapCTBEHHBIX
npernaparax
2) XapaKTEepUCTHKH CHCTEMBI KayecTBa, KOTOPHIE C
ONIPEJICICHHOW  BEPOSATHOCTBHIO  NPHBOJAT K
JOCTH)KEHHIO TpeOyeMBbIX pe3yJIbTaTOB MU
1eJield CUCTEMBI Ka4ecTBa
3) pe3ynbTaThl OIEHKH COOTBETCTBHS (DaKToB,
IOJY4YEHHBIX [0  pe3yJbTaTaM  ayJAwWTa,
KPHUTEPHUSIM ayauTa
4) omnucaHue HampaBleHHS NEHCTBHM, KOTOpHIE
PYKOBOJACTBO  BIpaBe  NPENUPUHATH IS
UCIIPAaBJICHUS BBIABJICHHBIX II0 pe3yJbTaram
ayJluTa HENOCTAaTKOB, HECOOTBETCTBHH H IS
MUHMMH3AUH  ciaabbIX  CTOPOH  CHCTEM
yIIPaBJIEHYECKOTO KOHTPOJIS

23,

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

METOJZIbI KOHTPOJIA  JEATEJIBHOCTU WU
SODEKTUBHOCTHU CUCTEMBI
OAPMAKOHA/I30OPA JIOJDKHBI BKJIFOYATD:

1) o630p u aHaJM3  CHCTEMBl  JIMIIAMH,

OTBETCTBEHHBIMH 32 YIIPaBJICHHE CHCTEMON

2) ayauThl

3) KOHTpOJIb COOTBETCTBHS TPEOOBAHHSIM

4) UHCHIEKIUH
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5) omeHka 5(@(EeKTHBHOCTH NPHUHATBIX MeEp IO
MHMHUMU3AIUH ~ pUCKA | obecrnieueHus
OezomacHOro ¥ 3(QEeKTHBHOrO NPUMEHEHHS
JIEKapCTBEHHBIX IPENApaToB

24. YK-1, VK- (B CJIVUAE ECJIM BA3A JAHHBIX COJIEPXUT
5, OIIK-1, | CPABHUTEJIBHO HEBOJIBIIIOE YUCJIO
OIIK-2, CIIOHTAHHBIX COOBILEHHH, TO JULI
OIIK-4 AHAJIM3A  BEPOSTHOM CBSI3U  MEXIY
JIEKAPCTBOM U IIOBOYHBIM DOO®OEKTOM
JIVUIIE UCIIOJIb30BATH
1) anamu3 QUCHPOIOPIMOHAIBHOCTH
2) JOTUCTHYECKYIO PErPECCHIO
3) OSKCHEPTHYIO ONEHKY COJAEPKHMOTO CIIOHTAHHBIX
coo0meHu#i
25. VK-1, VK- [TOCYIJAPCTBEHHYIO OYHKIHAIO I10
5, OIIK-1, | MOHUTOPUHI'Y BE30ITACHOCTH
OIlIK-2, JIEKAPCTBEHHBIX CPEIACTB B POCCHUU
OIIK-4 OCYHIECTBJISIET
1) ®enepanbHas ciuyxba mo Ham3opy B cdepe
3alllUTHl IIpaB NOTpebuteneid u Oraromoyrydus
YeJioBeKa;
2) ®epepanbHas ciuyxba 1o Ham30py B chepe
3/1paBOOXpaHEHHS;
3) ®enepanbHoe MEIUKO-OHOJIOTHYECKOe
areHTCTBO.
26. VK-1, VK- [ ECJIK KIIMHWYECKHUE [MTPOSIBJIEHU S
5,0IIK-1, |IIOBOYHOI'O D®®EKTA BO3HHUKAIOT IIPU
OIIK-2, OTCYTCTBUM YETKOM BPEMEHHOM CBS3U C
OIIK-4 [TPUEMOM JIEKAPCTBA, A TAKXE
I[MTPUCYTCTBVYIOT APYI'ME ®AKTOPLI, KOTOPBIE
MOI'YT BbITh [TPUYHMHOM X
BO3HMKHOBEHHUS, TO B COOTBETCTBUH C
AJI'OPUTMOM BO3 CBA3b «JIEKAPCTBO —
ITOBOYHBINA SODEKT» MOXET BbITh
OIIPEZIEJIEHA KAK
1) BeposTHas;
2) BO3MOXHas;
3) COMHHTENbHA;
4) ycnoBHas.
27 YK-1, VK- [ ECJIK KIIMHUYECKHME [TPOSBJIEHUA
5, OIIK-1, | ITOBOYHOI'O OODEKTA CBS3AHbBI I10
OIlIK-2, BPEMEHU C TTPUEMOM JIEKAPCTBA, BPAJl JIN
OIIK-4 MMEIOT OTHOIIEHHUE K COITYTCTBVYIOIIUM

3ABOJIEBAHUSIM WJIN IPYTUM ®AKTOPAM, U
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PEIPECCHUPVYIOT C OTMEHOH ITPEITAPATA, HO
OTBETHAS PEAKIIUSI HA EI'O IIOBTOPHOE
HA3HAYEHHUE HEU3BECTHA, TO B
COOTBETCTBUU C AJITOPUTMOM BO3 CBS3b
«JIEKAPCTBO — ITOBOYHBIN DOPEKT» MOXET
BbITh OIIPEJIEJIEHA KAK

1) BeposTHas;

2) BO3MOJXHas;

3) ompeneneHHas;

4) coMHHTENbHAS.

28.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ECJIN KJIIMHUYECKHUE [TPOSBJIEHUA
[TOBOYHOT'O OODEKTA CBS3AHBI I10
BPEMEHHN C TIPUEMOM IIPEITAPATA, HO UX
MOXXHO OBBAICHUTH HAJINMYUEM
COITIYTCTBVYIOHIUX 3ABOJIEBAHUI NJIn
I[TPUEMOM JIPYITUX JIEKAPCTB, A, KPOME
TOI'O, TH®OPMAILMA O PEAKIIUU HA OTMEHY
JIEKAPCTBA HESICHASI, TO B COOTBETCTBUHU C
AJITOPUTMOM BO3 CBA3b «JIEKAPCTBO —
[TOBOYHBIA DDOOEKT» MOXET BbITh
OIIPEJIEJIEHA KAK

1) BeposTHas;

2) BO3MOXHasd;

3) ompenenenHas;

4) comHHUTENbHAS.

29,

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

HEBJIAT'OIIPMATHOE C MEJIMIIMHCKOM TOYKH
3PEHUA COBBLITHE, BBISIBJIEHHOE v
ITAIIMEHTA ITOCIJIE I[TPUEMA
JIEKAPCTBEHHOI'O  CPEICTBA, KOTOPOE,
OIMHAKO, MOXET W HE HUMETH ITPUYUHHO-
CJIEJCTBEHHOM CBSI3U C EI'O IIPUMEHEHUEM,
HA3BIBAETCSA

1) HexenarenbHO# peakiiueit;

2) HeXenaTeJIbHBIM SIBJICHHEM;

3) HenpeIBHICHHOU peaKIueii;

4) no604HBM 3P HEKTOM.

30.

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

[TOBOYHBIA D®®EKT CPEAHEN CTEIIEHU
TSOKECTU MOXET BbIThb OIIPEJNEJIEH KAK
O®DEKT, [TOABJIEHUE KOTOPOI'O
1) me T1pebyer oTMeHbl npemnapara, 3¢dext
MCUE3aET IIPHU CHIDKEHHH 03I,
2) TpebyeT OTMEHBI mpemapara ¥ CrenupHIEecKoro
JICYEHUSI B YCIIOBHSX CTAllMOHApA,;
3) yrpoxaer >XKM3HM W IPOJJIEBAET HAXOXKICHHE B
cTaIoHape.
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31. VYK-1, VK- | TIOBOYHBIM DPOEKT, BCTPEUAIOILIMIACS B 0,1-
5, OIIK-1, | 1% CJIYYAEB, MOXET BbITh OIIPEJIEJIEH KAK
OIIK-2, 1) HewacTsbrii;
OIIK-4 2) penkuii;
3) uacThIit
32 VK-1, VK- [CBsA3b MEXIOY IIPUEMOM JIEKAPCTBA U
5, OIIK-1, | PABBUTUEM ITOBOYHOI'O ODOEKTA,
OIIK-2, BBISIBJIEHHASI HA  HEPEIPE3EHTATHMBHOM
OIIK-4 BbIBOPKE WJIX [P HEIPOJOJDKUTEJIBHOM
HABJIIOJAEHUHW, MOXET BBbITb OIIPEJEJIEHA
KAK
1) BeposTHas;
2) BO3MOXHas;
3) nmocroBepHas;
4) comHHUTENBHAS
33. VK-1, VK- [ CTATUCTUYECKHA 3HAUUMAS CBS3b MEXIY
5,OIIK-1, |IIPUEMOM  JIEKAPCTBA W  PA3BUTUEM
OIlK-2, [TIOBOYHOI'O DPOEKTA, YCTAHOBJIEHHAS HA
OIIK-4 PEIIPE3EHTATUBHOM BBIBOPKE WA [IPU
JUIMTEJIbBHOM HABJIIOJIEHUA MOXET BbITh
OIIPEJEJIEHA KAK
1) BeposTHas;
2) BO3MOXHas;
3) nocroBepHas;
4) coMHUTENbHAS.
34. VK-1, VK- [ DPAPMAKOHAJI30P BKJIIOYAET B CEBS BCE
5, OIIK-1, | IIEPEYUCJIEHHOE, KPOME:
OIIK-2, 1) C6op, 06paGOTKy, perucTpamio ¥ aHaIu3
OIIK-4 uHopmanuu o peamasaruu XKHBIIIT

2) C6op, 00pabOTKy, PpErucTpandi0 H aHaJIu3
uHpopManuu o nobouHsIx aewcTBusx JIIT

3) Cbop, o00paboTKy, perucTpanMio | aHaJu3
MHGOPMAIMU O CephEe3HBIX M HENPEIBUACHHBIX
HexXenaresbHbIX peakmusx JIITT

4) C6op, 00pabOTKYy, pErHCTpaldi0 W aHAJIH3
uH(popMaiuu 06 0COOEHHOCTAX B3aUMOIEHCTBUS
JII ¢ apyrumu JIIT, xoTopbie ObUTH BBHISBICHBI
IIPY NIPOBEJCHUU KIMHUYECKUX MCCIICIOBaHUHN U
npumenenuu JII1

5) C6op, 06paboTKy, perucTpanuio ¥ aHaJIu3
uHopmarmu o JIII B mensx BBIIBICHUS
BO3MOXKHBIX HETaTHBHBIX IIOCJIEJCTBHH  HX
IPUMEHEHHS, MPEIyNpeKACHUsI M  3aIlUTHI
IALMEHTOB OT IIPUMEHEHUS TaKUX [IPENapaToB




22

35.

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

OAPMAKOHA/I30P OCYILIECTBJISIETCA:

1) ®enepanbHoi ciyx0oif mo Ham30py B cdepe
3PaBOOXPAaHEHUS] WIH €€ TEPPUTOPUAIBHBIM
opranoM (Poc3npaBHanzopom)

2) ®enepanbHOl ciyx0oif Mo Ham30py B cdepe
3allUThl IIpaB noTpebutenedt W Oraromoryqus
YeJOBEKa WM €€ TEPPUTOPHAIBHBIM OpPraHoM
(Pocniorpebuanzopom)

3) OpraHoM WCHOJHHUTEIBHOW BIACTH B cdepe
3/lpaBOOXpaHeHus cyonekra PP

4) MunucrepcTBoM 31paBooxpaneHus PO

5) MuHHCTEPCTBOM CENBCKOro Xo3siicTa PO

36.

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

B IEIX ®APMAKOHAJI3OPA CYBBEKTHI
OBPAIIIEHMSA JIC HE OBA3AHBI COOBIIATHL B
YCTAHOBJIEHHOM YIIOJIHOMOYEHHbIM
®EJIEPAJIbHBIM OPI"’AHOM MCIIOJIHUTEJIBHOM
BJIACTU IIOPAJIKE:

1) O6o Bcex ciy4asx NOOOYHBIX MAEHCTBHM, HE
YKa3aHHBIX B MHCTPYKIUH 110 TpuMeHeHuto JII1

2) O cepbe3HBIX HEXEATEIbHBIX PEAKITHAX

3) O HenpeIBHICHHBIX HEXEJATEIBHBIX PEAKIHIX
npu npuMmenenuu JII1

4) O uenax nHa JII1, BKIIIOYEHHBIE B MHUHHMAJILHBIM
accoptuMeHT JIII, HeoOXomMMEBIX Ui OKa3aHUs
MEIULUHCKON ITOMOINHU

5) O6 ocoGenHoctsix B3aumozeiictuss JIII ¢
apyrumu JIII, xoTopele OBUTH BBISBJICHBI IPU
IIPOBEICHUHM KIMHUYECKAX HCCIECJOBAHUA U
npumenesun JII1

37.

VK-1, VK-
5, OIIK-1,
OIlIK-2,
OIIK-4

I10 PE3VJIbTATAM O®APMAKOHAJ[30PA
VIIOJIJHOMOYEHHBINM ®EJIEPAJIBHBIA OPI'AH
VICTIOJIHUTEJILHOM BJIACTH PA3SMEIIIAET HA
O®UIIMAJIBHOM CAWUTE B CETU "WUHTEPHET"

BCIO INEPEYNCJIEHHYIO NHOOPMAIIAIO,
KPOME:
1) O [OpHUHATBIX  peIIeHHSX 10  BHECEHHIO

M3MEHEHUH B MHCTPYKIMIO 110 ITpumenenuto JII1
2) O npuocranoBieHun npumerenust JII1
3) OG ananorax ¥ CHHOHMMAax IIPHOCTAHOBJICHHOTO
npemnapara
4) O6 uzbsatuu u3 obpamenus JII1
5) O Bo3oOHOBNeHHU npuMeHeHus JIIT
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38.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

®EJIEPAJIBHBIN T'OCYJIAPCTBEHHBIA HAJI30P
B COEPE OBPAHIEHUA JIEKAPCTBEHHBIX
CPEJICTB BKIIIOYAET B CEBbS, CIIEAYIOIIME
MEPOITIPUATHUSA, KPOME:

1) Opranmzamus u
cobmoieHust
JIEKapCTBEHHBIX CpeICTB, YCTaHOBJICHHBIX
HOpPMaTHUBHBIMH  IIPaBOBBIMH ~ akTtamMu PP
TpeOOBaHUH K pa3IMYHBIM dSTanam oOparneHHs
JIC

2) OpraHuzamuss ®
COOTBETCTBHS JIEKapCTBEHHBIX CPEACTB,
HAaXOJASIMMXCS B  TrpaxaaHckoM  obopore,
YCTaHOBJICHHBIM TPEOOBaHUSIM K UX KaYECTBY

3) Opranuzanus u npoBeaeHue hpapmMaKoHa30pa

4) Opranuzanuss U NPOBEJECHUE JIUIEH3UOHHOIO
KOHTPOJIS

5) IlpumeHeHHe Mep IO NPECEYEHHIO BBISIBICHHBIX
HapylmeHuid TpeOoBaHUM M (WIM) YCTPAHEHHUIO
MOCTIEJICTBHI TaKUX HAPYIIEHUH U IPUBJICUYCHUE K
OTBETCTBEHHOCTH JIMIl, COBEPIIUBIIMAX TaKHe
HapyIIeHUS

IPOBEICHUE
cyObeKTaMu

IIPOBEPOK
obparmmenus

IIPOBEACHHUEC IIPOBEPOK

39.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

I[TOPAJJOK OCYHIECTBJIEHMUA MOHUWTOPUHI'A
BE3OITACHOCTHU JIIT, PETUCTPALINN
ITOBOYHBIX JEEVUCTBUY, CEPBE3HBIX
HEXEJIATEJIbHBIX PEAKIIUH,
HEITPEJIBUJIEHHBIX HEXEJIATEJIBHBIX
PEAKIIMIM IIPM IIPUMEHEHMU JIII, B TOM
YUCJIE ITIPEACTABJIEHUSA HWHO®OPMAIIMU Ob
9TOM, YTBEPXIIAETCA:

1) ®enepanbHOit ciayx06oit o Ham30py B cdepe
3/[paBOOXPAaHEHUS. WA €€ TEePPUTOPHUATBHBIM
opranoM (Pocznpasranzopom)

2) OepepanbHOi ciayx0o0if o Ham3opy B cdepe
3alUTHl IpaB NoTpeOuTenedl u Oaromoaydus
YeJIOBEKa WM €€ TEPPUTOPHATIBHBIM OpPraHoM
(Pocnorpebuamzopom)

3) OpraHoM HCHOJHHUTEIBHOM BIIACTH B cdepe
3/ipaBoOXpaHeHus cyonekra PO

4) MuHHECTEPCTBOM 3/IpaBooXpaHeHus: PO

5) MUHHCTEPCTBOM CENBCKOro X03siicTBa PO

40.

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

MOHUTOPUHI BE30ITACHOCTH
JIEKAPCTBEHHBIX ITPEITAPATOB ITPOBOJUTCSA
HA OCHOBAHUUM IIOJIVUEHHUS CIEAYIOIINUX
COOBIIEHM, KPOME:
1) O no6GoYHBIX IEHCTBHUAX, B TOM YHCIIE ITOOOYHBIX
JNEHCTBHUAX, HE yKa3aHHBIX B MHCTPYKIHUSAX IIO
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npuMenenuto JII1

2) O cepbe3sHBIX HEXeNaTeNbHBIX  PpEaKIusX,
IPUBEIIIUX K CMEPTH, BPOXKACHHBIM aHOMAJIUSAM
WJIA TIOPOKaM pa3BUTHS JIMOO IPEICTaBIISIONAX

coboii yrpo3y KH3HH, TpeOyromux
TOCIUTAIN3AME WM IPUBEALIECH K CTONKOH
yTpare TPYAOCTIOCOOHOCTH %} (nm)
UHBAJTUIHOCTH

3) O HempeaBHUICHHBIX HEXEJIATEIBHBIX PEAKIIUIX,
B TOM YHCJI€ CBI3aHHBIX ¢ npuMmeHenueM JIII B
COOTBETCTBHH C MHCTPYKIHEW [0 MPUMEHCHHIO,

CYIIHOCTB M TSKECTb  KOTOPBIX  HE
COOTBETCTBOBaIM  mHpopmamuun o  JIII,
CoIepXKalercss B  HHCTPYKUMH IO  €ro
IIPUMEHEHHUIO

4) O6 ocobenHoctax B3aumozevcTeus JIII ¢
apyrumu JIII, xoTtopele ObBLIM BBISBICHBI IPU
IPOBEACHUM KIMHUYECKUX HCCIECOBAHUNA H
npumeHeHuu JII1

5) O npessinenuu ued Ha JXHBJITT

41. VK-1, VK- | KOI'’JA HAZIO MOHUTOPUTH BE3OITACHOCTS | 3
5, OIIK-1, | JIC?
OIIK-2, 1) TompkO BO BpeMsl IPOBEACHHS KIMHHYECKHX
OIIK-4 HCCIIEIOBaHMI;
2) TOJBKO BO BpeMs JOKIIMHUYECKUX
UCCJICIOBAaHUIM;
3) B TEuEHME BCEro XU3HEHHOTO IMKJIA Ipernapara.
42. YK-1, VK- [ KAKYIO OTBETCTBEHHOCTH MOXET HECTH |3
5, OIIK-1, | COTPYJJHUK 3A HECOOBIIEHUE NJin
OIIK-2, COKPBITME CBEJIEHMM O JIAHHBIX IIO
OIIK-4 BE3OITACHOCTHU JIEKAPCTBEHHBIX CPEICTB?
1) MUCHMIUITMHAPHYIO U aIMHHHCTPATHBHYIO;
2) TpaXkIaHCKYIO M YTOJIOBHYIO;
3) BepHO Bce.
3.2.2 3agaHus Ha CONMOCTABJIEHHE
Neri/nt Komneren 3aaHue, BADHAHTHI OTBETOB IIpaBuibHBIH
[UH JUISL COIIOCTaBJICHUS BapUaHT
poBepsie oTBeTa
MBIe
TaHHBIM
3aJaHuEM
4. VK-1, VK- | ConocraBbTe onpeieeHus: 1-b
5, OIIK-1, | 1) mporiecc OLEHKH JaHHBIX O BBISBICHHOM CHTHAle ¢ | 2-A
OIlK-2, IEIbI0 BepU(HUKAIMK M IOATBEPXKIEHHST TOTO (akTa,
OIIK-4 YTO JIOCTyNHas MHQOpPMAalUs CONEPKHUT JOCTATOYHBIE
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JTOKa3aTeJIbCTBA JIJIs ITOATBEPIKACHNS BHISIBIICHUS HOBOM
IIOTEHIMAIBHON IIPUYMHHO-CIIECTBEHHOU CBSI3H HJIA
HOBOI'O  aclmeKTa  M3BECTHOM  B3aMMOCBS3H W,
CJIEIOBATENBHO, SIBJISIETCS 000CHOBaHUEM
HEOOXOTUMOCTH OCYIIECTBIICHHUS KOMILIIEKCa
JAIbHEHIINX JSHCTBHMA IO aHAIM3Y CUTHAA,

2) cursai, il KOTOPOrO B IIPOLECCE BBIIOJHEHHS
BaIUJAIMd M OLEHKH HOATBEPXKAAIOIIMX JaHHBIX
YCTaHOBJIEHO,  YTO  HMEIomasci  JAOKyMEHTALUs
JIOCTaTOYHA JUIs IIPEAIOJOXKEHUsl HaIuuusl HOBOM
IOTEHIMAIbHON IPUYMHHO-CICACTBEHHOW CBSI3M WA
HOBOI'O aCIIeKTa H3BECTHOM B3aUMOCBSI3U  MEXAY
IIPHEMOM II0ZI03PEBAEMOT0 JIEKAPCTBEHHOIO IIperapara
M Dpa3sBUTHEM HEOIarompusATHOrO IOCIEICTBHS, H,
CJIEIOBATEBHO, orpezeneHa HEOOXOTUMOCTD
OCYILECTBJIEHUS] KOMIUIEKCA NAIbHEHINUX JACUCTBHU IIO
OILIEHKE CHUTHAaJIa

A — BaJIMIMPOBAHHBIN CHTHAJ
b - Banmmanus curuana

VK-1, VK-
5, OIIK-1,
OIlIK-2,
OIIK-4

ComnocraBbTe OnpeneneHus:

1) nara nepBoro onoOpeHus (MM aBTOPU3AIIHH)
IPOBEICHHS HMHTEPBEHIIHOHHOTO KIIMHHYECKOTO
HCCIIEIOBaHus B 000U CTpaHe MHpa;

2) B moboM rocyaapcrBe JIEKapCTBEHHOIO Iperapara,
COZIEPIKAIIETO OIpPEAEICHHOE IEHCTBYIOIIEE BEIIECTBO

A - MEXTyHapOoaHas Jata 0J06peHus
pa3pabaThIBa€MOro JIEKApCTBEHHOTO IIpernapara

b - MexnyHaponHas jaTa permcTpaldH jara MepBoi
perucrpauuu (040OpEeHUs K IPUMEHEHHIO)

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe onpeneneHus:

1) BEIIIECTBO WA KOMOHUHAIHS BEIECTB,
IpeAHa3HAYEHHOEe  JUIs  JICYEHHS, NPOPHUIAKTHKH
3a0oyleBaHUM ~ dYeJiOBeKa  HJIA  BOCCTAHOBJIEHHS,
KOPpPEKIIMM  WJIM  HW3MEHEHUS  (PU3HOIOTHYECKUX
byHKIHH IIOCPEJICTBOM (apMakoJIOrHIECKOro,
UMMYHOJIOTHYECKOI0 6o MeTab0JIMYECKOro
BO3JCUCTBUS WJIM JUIS JUArHOCTHKH 3a00J€BaHUM U
COCTOSIHHSI Y€JIOBEKA,

2) nexapcTBeHHas (opMma, BCTymaromas B KOHTAKT C
OpraHM3MOM YeJIOBEKa

A — nIeKapCTBEHHBIH Ipenapar
b - nexapcTBeHHOE CpeACTBO

VK-1, VK-
5, OIIK-1,
OIlK-2,
OIIK-4

ComnocraBbTe OnpeieeHus:

1) nara Hayana cOopa JaHHBIX;

2) nara pErucTpalMy AAHHBIX O [EPBOM IIAIKMEHTE,
BKIIOYEHHOM B HCCIEIOBaHHE, B JIOKYMEHTapHOI
dopme (ameKTpoHHO#M 6ase cOopa JAHHBIX) WM JaTa
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Havyajla M3BJCUCHHS IaHHBIX (B Clydae IOBTOPHOTO
UCIIOJIb30BaHUS JAaHHBIX )

3) Jpmara, 1O COCTOSIHMIO Ha KOTOpPYIO BIIEPBEIE
TIOJTHOCTBIO JOCTynHa 6a3a cOopa JaHHBIX, IPUTOJHASL
JUIsL IPOBE/ICHHSI aHAJINA3a

4) nmata 3aBepuieHHs cOOpa JAHHBIX Ul BKIIOYCHHS B
HIEPHOANIECKII OOHOBJISIEMBIH OTUET 1O OE30IIaCHOCTH,
OCHOBAHHAs Ha MEXIYHAPOIHOU JaTe PETUCTPALMH.

A — HayvaJo ucciae10BaHus

b - oxonuanue cObopa JaHHBIX

B - navano cbopa JaHHbBIX

I - nata oxkoH4aHusi c6opa JaHHBIX

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe ONpeeneHus:

1) curnan, Jyisi KOTOPOTo MO pe3yJIbTaTaM BBIIOJIHEHHS
BAIUJAIIMA M OLEHKH MOJATBEPXKIAIOMMX JaHHBIX
YCTAaHOBJIEHO, YTO MMEIOIIHECS JaHHBIC SBIISIOTCS
HEJIOCTAaTOYHBIMH JUISI TIPEATIONOXEHUS O HaJIMYuU
HOBO# NMOTEHIMAILHON IMPUYMHHO-CIIEJICTBEHHON CBS3H
WIM HOBOTO acleKkTa HW3BECTHOHM B3aMMOCBS3H H,
CIeOBATEIbHO, JAJbHEUINMA aHaJiu3 CHIHajla He
SBISIETCS 0OOCHOBAaHHBIM

2) cUrHaJl, BIIEPBHIC BHISIBJICHHBIM B TEYEHHUE OTYETHOIO
nepruoAa IMEePUOJUYECKOr0 OOHOBISEMOrO OTYETa II0
0e30nacHOCTH,  SBJISIOLIUHCA  OCHOBaHHEM  JUIA
JNAJIbHEUININX JEHCTBUN WIM €TI0 OLIEHKH

3) BaJMIUPOBAHHBIA CHTHAJ, KOTOPBIM MO pe3yJjibTaTaM
MOCJIEAYIOUIeH OLIEHKH ObUI ONpeNeleH KaK JIOXKHBIA B
CBSI3M C HEBO3MOXXHOCTBIO TOATBEPXKIACHHS HAIHIUA
NPUYHHHO-CJICZICTBEHHON CBSI3M Ha TEKYLIMM IEPHO
BpEMEHU

4) curHan, KOTOpPBIA IPOXOIHUT IPONEAYPY OLEHKH IIO
COCTOSIHMIO Ha JaTy OKOHYaHHWs cOopa MaHHBIX Ui
NEPUOIUYECKOTO 0OHOBIIIEMOTO oT4yeTa 1o
Oe3omacHoCTH

A — HOBBIH BBISIBJICHHBIA CUTHAJI
b — oTKJI0HEHHBI CUTHA

B — paccmatpuBaeMslii curHai
I' - HeBaUAMPOBAHHBINA CUTHAJ

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

CormocraBbTe ONpeie/IeHNs:

1) opraHM3an@oHHas ~ CTPYKTypa, OOA3aHHOCTH,
IpOLEAyphl, TPOLECCHl M PECYpPChl  CHCTEMBI
(bapmakoHaa30pa, BKIIOUAs HaJIEKaIlee YIpaBICHUE
pecypcamu, DOKYMEHTalMeli M COOTBETCTBHE HOpMaM
peryJIupoBaHMs

2) KOMILIEKC JEHCTBHA M  MEPONPHATHH IO
(bapmakoHaI30py, HaNpaBiICHHBIX Ha BBIABJICHUE,
XapaKTEepPUCTUKY, IPEJIOTBPALICHHE HIM MUHHUMHU3AIMIO
PHCKOB, CBSI3aHHBIX C JICKAPCTBEHHBIMH IIpenapaTaM,

[SSI N
|
Uiy
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BKJIIOYAsE ONEHKY 3(P(EeKTHBHOCTH OSTHX ACHUCTBHH U
MEPOIIPUITHN

3) cucrema, opranuzyemMas JiepxKaTes MU
PErHCTPAllMOHHBIX  YIOCTOBEPEHHH  JIEKapCTBEHHBIX
HpenaparoB U YIOJIHOMOYEHHBIMH OpraHaMu B cdepe
(dapmakoHaq3opa IS BHINOJHEHUS  33aJad M
o0s;3aHHOCTEH MO (hapMaKOHAI30pYy, NpeAHa3HAYeHHAs
JUIE  KOHTpoyss ~ 0Oe30macHOCTH  JIEKapCTBEHHBIX
IpenapaToB, CBOEBPEMEHHOTO  BBISIBICHHMS  BCEX
U3MEHEHHWH B OIICHKE COOTHOINEHHS "MOJb3a - pUCK"
JEKapCTBEHHBIX IIpenapaTroB, s pa3paboTku H
BHEJIpeHHss Mep 10 OOEeCleueHuI0 IPUMEHEHHS
JIEKapCTBEHHBIX IPENapaToB IPHU IPEBBIIICHAH I10JIB3bI
HaJl PUCKOM

A — cucrema ynpaBJIeHUS PUCKAMH
b — cucrema apmakonanzopa
B - cucrema xavecTBa cucTeMsbl (hapMakoHa30pa

10.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComocTaBbTe ONpPENEICHHUS:

1) xapaKTepHUCTHKH CHCTEMBI KadecTBa, KOTOphIE C
OTIpe/ieNIEHHON BEPOSATHOCTHIO MPUBOJAT K JOCTHIKEHHIO
TpeOyeMBbIX pe3yIbTaTOB MM LEJIEH CHCTEMBI Ka4eCTBa
2) BHECEHHE HEOOXOIUMBIX M3MEHEHUH B CTPYKTYpYy H
IIPOLIECCHI CUCTEMBI KayecTBa CUCTEMBI
(dapmakoHag30pa € IENBI0 YIY4YIIEHHS CHCTEMBI
KayecTBa

3) KOMIUIEKC MEpONpPHUSTHH, IPOBOAUMBIX B IEIAX
OIpesieNieHUs] HAJIMYUs HOBBIX PHCKOB, CBS3aHHBIX C
JNEUCTBYIOIMM  BEINECTBOM WM  JIEKAPCTBEHHBIM
IpenapaToM, WIM W3MEHEHHUs M3BECTHBIX DPHUCKOB IIO
pe3yJibTaTtaM W3y4eHHs WHIUBHyaJIbHBIX COOOIIEHHM O
HE)KENAaTeNIbHBIX pEeaklUsiX, COBOKYIHBIX JaHHBIX,
MOJIyYeHHBIX W3 JEHCTBYIOIIMX CHCTEM AaKTHBHOI'O
MOHHMTOpPHHTA WIH UCCJIEJOBAHUH, Hay4JHOU
MEIMIIMHCKOW JIUTepaTypbl WM MHBIX HCTOYHHUKOB
JAHHBIX, a TaKkXe B IEJSIX MPUHATUAS HEOOXOIMMBIX
peKOMeHIaliii, peleHuii, oOMeHa HHpOpMaHeld Hu
IIPOCIIC)KUBAHUS

A — yIipaBiieHHE CUTHAJIOM
b — TpeGoBanus Kk Ka4yecTBY
B — yny4inenue kauecTBa

11.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ConocTaBbTe ONpPEEIICHHUS:

1) wuHbpopmanms, mnocrynaromas OT OIHOIO HIIH
HECKOJIbKAX HCTOYHHMKOB, BKJIIOYas HaOMIONCHHS H
9KCIIEPUMEHTBI, KOTOpas MpeAIoaracT Hald4ue HOBOM
NOTEHIIMATBHOM TPUYMHHO-CIIEACTBEHHON CBSA3H HIIH
HOBOTO acleKTa M3BECTHOM B3aMMOCBS3H MEXIY
BO3JICHCTBHEM JICKAPCTBEHHOT'O Ipenapara U sIBJICHHEM
WIA COBOKYITHOCTBIO B3aWMOCBSI3aHHBIX  SIBJICHHH,

|

W N =
|
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HEXKENATeNbHBIX WM OJaronpUsTHBIX, OIICHHBaeMas
KaK JIoCTaTO4YHas JJId JaJbHEHINHX JEHCTBHH IO
BepuduKanuu curiaga. HoBble acmeKThl H3BECTHOM
B3aUMOCBSI3M MOTYT BKJIIOYaTh B Cce0s H3MEHEHUsA
YaCTOThI, PacCHpPOCTPAHEHHUS HEXeNaTeIbHOM peakiuu
(Hanpumep, 1O MOy, BO3PacTy, TEPPUTOPHH),
IIPOJODKUTEIBHOCTH, CTENEHH TSHKECTH WIH HCXOIY
HEXeJaTeIbHOM peaKiun);

2) noOpoBoibHas Tmepenaya CHEIHAIUCTOM CHCTEMBI
3/IpaBOOXpaHECHUS HJTH norpebuTenem
YIIOJTHOMOYEHHOMY Oprany B cdepe (apmakoHaazopa,
JIEPKATEITIO PETUCTPAIIIOHHOTO YIAOCTOBEPECHHS

JIEKapCTBEHHOTO npernapara 17817} Ipyroi
yIIOJIHOMOYEHHON  opraHu3amuud (B TOM  YHCIEe
Bcemupnoit OpraHu3aIiH 37IpaBOOXPaHEHMS,
PErHOHAIBHBIM HEHTpaM (apmakoHan3opa,

TOKCUKOJIOTHYECKMM  IIEHTpaM) JaHHBIX, KOTOpBIE
colepXkaT  ONMCAaHWE OMHOM WM  HECKOJIBKHX
HEXXeJIaTeJIbHBIX peaKkiuil y MalueHTa, IPUHUMABIIETO
OJMH WM HECKOJIKO JIEKApPCTBEHHBIX IIpenapaToB, H
KOTOpble He OBUIM MONy4YeHBI B XOJAE IPOBEICHUS
KJIMHAYECKOTO HCCIIEIOBAHUS WM NPUMEHEHHUS MHOTO
METO/1a OpraHM30BaHHOTO cOOpa JaHHBIX;

3) uHbopmanus o OGE30MACHOCTH JIEKAPCTBEHHOIO
mpenapara, KOTopas  BKJIIOYEHA B  OCHOBHYIO
uH(pOpMaIHIO O JIEKAPCTBEHHOM IIpenapare JepKaTeis
PETHUCTPALIMOHHOTO YIOCTOBEPEHHUS (mapumep,
IIepeYeHb OCHOBHBIX JAaHHBIX O JIEKAPCTBEHHOM
npenapare Jepxares PETUCTPALIHOHHOTO
yJIOCTOBEPEHHUS) 174 KOTOPYIO JiepKarenb
PETHUCTPAlMOHHOTO YAOCTOBEPEHUS JOJDKEH yKa3aTh B
HEPUOTUIECKUX OOHOBIISIEMBIX oTyerax o
0e30IaCHOCTH BO BCEX TOCyJapcTBaX, B KOTOPBIX
peanusyercs JIeKapCTBEHHBIH mpermnapar, 3a
UCKJIIOUYEHHEM CIIy4aeB, KOT/Ja yIOJHOMOYEHHbIH OpraH
B chepe dapmakonamzopa TpeOyeTr  BHECEHHE
M3MEHEHUH B CIIPABOYHYIO HH(OPMALIHIO

A — crioHTaHHOE COO0IIeHre (CIIOHTAaHHOE U3BEIICHHE)

b - cnpaBouynas wuH(popMmamus o 6e30mMacHOCTH
JIEKapCTBEHHOTO Tpernapara
B — curnan

12;

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

CormocraBbTe OnpeeeHus:

1) uneHTUGUIUPOBAHHBIA PUCK WM IMOTEHIHATHHBIA
pHCK  INIpUMEHEHHS  JIEKapCTBEHHOIO  IIperapara,
KOTOpbIE MOTYT OKa3aTh BIHMSHUE Ha COOTHOIICHUE
"momp3a - pucK" WIM HWMETh [OCJIEACTBHS IS
obmecTBeHHOro 3/0poBbs. OmpeneneHue pHCKa Kak
Ba)XXHOT'O 3aBHCHUT OT HECKOJIBKUX (haKTOpOB, BKIIOYAS
CTENEeHb BIMSHHUS Ha YeJIOBEKa, CEPbe3HOCTh PUCKA M
BIMSIHAE Ha OOIIECTBEHHOE 310pOBBE  (3M0POBBE

H W =
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HaCEeJICHUS). JIroboii PHCK, KOTOPBIH
IPETION0KUTEILHO HEOOX0JUMO BKIIIOYHTD B Pa3Jiell O
IPOTHBOIIOKA3aHUAX M Mepax IPeJOCTOPOKHOCTH,
OTHOCHTCS K YHMCIIy BaXKHBIX PHUCKOB, €CITH JiepXKaTeieM
PETUCTPALIMOHHOTO  YAOCTOBEPEHHS HEOOOCHOBAHHO
HUHOE

2) HexenaTeIbHOE IOCHIEACTBHE (papMaKoTepamuu, B
OTHOIICHHHM  KOTOPOTO  MOJYYEeHBl  JIOCTATOYHBIE
JI0Ka3aTebCTBa HAJIAYUS B3aUMOCBSI3H c
I10/I03P€BAEMbIM JIEKApPCTBEHHBIM IIPErapaToM

3) HexenaTeNIbHOE IOCIEACTBHE (DapMakoTepalud, B
OTHOIIEHMHM KOTOPOIO HMEIOTCS OCHOBaHHUS  JJIs
[I0JI03pEHMHA Ha  Hau4ue B3aMMOCBSI3H c
JIEKapCTBEHHBIM IIPENapaToM, KOTOpas HaAJIeXaIluM
obpa3oM He ObLIa OTBEPXKIEHA

4) pucku, cBA3aHHBIE C Ka9€CTBOM, O€30MaCHOCTBIO HIIH
9 (eKTUBHOCTBIO  JIEKApCTBEHHOTO IIpemapara o
OTHOIICHHMIO K 37I0POBBIO ITALIMEHTOB WM HaCEJCHUS,
WIA BeIylue K HEXeJNaTelbHOMY BO3JCHCTBHIO Ha

OKPYIKAIOIIYIO CpejLy

A — BaXHBI HACHTU(PUIMPOBAHHBIA PHCK / BaXKHBIA
MIOTEHIMAJIbHBIA PUCK

b — noTeHnuansHbI pECK

B — upenTuguuupoBaHHbIi puCcK

I' — pucku, cBA3aHHBIE C IPUMEHEHHEM JIEKaPCTBEHHOTO
npenapara

13.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe onpeneeHus:

1) pe3ympTaThl OLEHKH COOTBETCTBHS  (HAKTOB,
IOJIyYEHHBIX 110 pe3yJibTaTaM ayAuTa, KpUTEpUIM
ayaura

2) onucaHMe HampaBlI€HHS JEUCTBHM, KOTOpHIE
PYKOBOJICTBO BIIpaBe IPEIIPUHATH JUIS HCIPABICHUS
BBIABJICHHBIX 110 pe3yibTaTaM ayJauTa HeJOCTaTKOB,
HECOOTBETCTBHM M JIJIl MHHUMM3ALUHU CJIAOBIX CTOPOH
CHCTEM YIPaBICHYECKOTO KOHTPOJIS

3) mocnenoBaTeNbHOCTh, COCTOSINAS M3 OJHOTO HWIIH
Oosee ayauTOB, 3aIUIAHMPOBAHHBIX HA OIpPEEIEHHbIA
IIEPHOJ] BPEMEHH M UMEIOLTNX KOHKPETHYIO IIEJTh

4) onucaHuMe 3alUIAHHUPOBAHHOW JESTENHHOCTH U
OpraHu3aliy OTJEJILHOTO ayAuTa

A — pexOMeHJalluy ayuTa
b — nporpamma ayaura

B — nnan ayaura

I' — pe3ynbraTe! ayaura

B W =
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14.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ConocraBbTe onpe/ieeHus:

1) oruer s mpencraBieHHs OUEHKH COOTHOINEHHS
"monme3a -  pHCK"  JIEKapCTBEHHOro  mpenapara
JCPXKATEIEM  PErMCTPAlMOHHOTO  YAOCTOBEPEHHS

H W N =
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JICKapCTBEHHOr'0 Ipenapara B ONPENENCHHBIH Mepuo.
BPEMEHHM B TEYEHHE IIOCTPETUCTPAIMOHHOTO TaIa

2) onHMcaHue 3aIUIAHUPOBAHHOM JEATENBHOCTH H
OpraHM3aliy OTAEIbHOIO ayuTa

3) noxpobHOE ONHCaHWe CUCTEMBI YIIPABJICHHSI PACKAMH
4) co3maHue CTPYKTYpBl CHCTEMBI Ka4eCTBA CHCTEMEI
(bapMakoHa/[30pa ¥ IUIAHKPOBAHKE MHTETPUPOBAHHBIX U
COTJIACOBAHHBIX IIPOIECCOB CUCTEMBI KAYECTBA CUCTEMBI
bapmakoHa30pa

A - 1nepuoauvecKHd OOHOBJISEMEIM OTYET IO
6e3omacHOCTH

b — nmanupoBanue xavecTsa

B — nnan ynpasnenus puckamu

I' — nnan ayaura

15,

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe onpeneeHus:

1) curHam, oneHka kortoporo ObUIa 3aBepiieHa B
OTYETHBIM IEPUOJl COCTABJIEHHS IEPHOAUIECKOTO
OOHOBIISIEMOr0 OTYETa [0 GE30MACHOCTH

2) BaJIMIUPOBAaHHBIM CHTHAJ, KOTOPBIA IO pe3ybTaraM
IOCTIEIYIOIIEH OIEHKU OBUI ONpEeAENeH KaK JIOXHBIA B
CBSI3M C HEBO3MOXXHOCTBIO TIOATBEPXKACHHUS HATHYUS
IPUYUHHO-CIIEACTBEHHOM CBSI3M HA TEKYyIIUMH IEepUOn
BpPEMEHHU

3) mporecc, KOTOPBIM BBINOJHSETCS HENPEPHIBHO HA
BCEX dTallaxX yNpaBJICHHUS CUTHAJIIOM M LEJIbI0 KOTOPOTo
SBIISICTCS MICHTH(PHUKALKSA CUTHAJIOB O IIPEII0IaraeéMbIX
pHCKax C IIOTCHIMAIbHBIM BaXXHHIM BIHMSHHEM Ha
3I0POBbE TALIMEHTOB WM OOINECTBEHHOE 3I0POBHE
(310pOBBE HACENICHHSI) WM CHTHAJIOB, KOTOPHIE MOTYT
OKa3aTh CYIIECTBEHHOE BIMSHHE HA COOTHOIIECHHUE
"monp3a - pHCK" JIEKApCTBEHHOrO IIpemapara H,
COOTBETCTBEHHO, HE3aMETUTENHHO TPEOYIOT AeHCTBHM
U IIPUHATHUS MEp YIIPaBJICHUS PUCKOM

A- IpHOpUTH3ALIKAS CUTHAJIA
b — 3akpbIThIi cCHTHAI
B — OTKJIOHEHHBIH CHTrHAI

W N =
|
> o bt

16.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe OnpeeneHus:

1) nepuomuveckuif  OOHOBISAEMBIH  OTYET IO
0e3011acHOCTH JIEKapCTBEHHOTO npemnapara,
HaXOoZIIerocs B pa3paboTke

2) mpouecc NaJbHEHINEH OIEHKH BAIMAUPOBAHHOIO
CHTHaJIa C MCIOJh30BAaHHEM BCEX MMEIOIIMXCS JAHHBIX
C IENbI0 H3yYEHHsS  JIOKa3aTeJbCTB  IPHYUHHO-
CJIEZICTBEHHOM CBSI3M HOBOI'O PHCKa C JEHCTBYIOIIHM
BEIIECTBOM HJIM JIEKAPCTBEHHBIM IIpemapaTtoM JiM0o
OIlpelieJIeHUs] U3MEHEHHUS XapaKTEPUCTHKUA H3BECTHOIO
pHCKa; ‘

3) oTuer ais TPEACTABJICHHsS OLEHKH COOTHOIIEHMS

b)l'\)h—‘
o >
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"mome3a - pHCK"  JIEKapCTBEHHOrO0  Mperapara
JiepXKaTeeM  PErHCTPAllMOHHOTO  YIOCTOBEPEHHS
JIEKapCTBEHHOIO IIpernapara B ONpPENEICHHbIA MEPHOJ
BPEMEHH B TEUYEHHE NTOCTPETUCTPALMOHHOTO 3Tama

A — olLleHKa CUrHajia

b - oruer mo G6e3omacHocTH pa3pabaTeiBaEMOro
JIEKapCTBEHHOTO Ipernapara

B - nepuonuueckuit OOHOBJISIEMBI OTYET IO
6e30macHOCTH

17.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe OnpeieIeHHUS:

1) BeImONTHEHHUE 3a/1a4 U 00S3aHHOCTEH B COOTBETCTBHH
¢ TpeOOBaHUSIMH K Ka4ECTBY;

2) MOHUTOPHHT, OIIeHKa, obecreuyenne 3(hHEKTHBHOCTH
U COOTBETCTBHS CTPYKTYPHBIX JJIEMEHTOB H IIPOIIECCOB
CHCTEMBI (bapmakoHaI30pa YCTaHOBJICHHBIM
TpeOOBaHMSIM;

3) Bce XapaKTEepHUCTHKH CHCTEMBI (hapMaKoHaI30pa,
KOTOpbIE B COOTBETCTBUU C OIEHKOH BEpPOSTHOCTH
IPUBOJAT K pe3yiabTaraM, COOTBETCTBYIOIIUM IIEJISIM
cHCTeMbI (hapMaKoHaA30pa

A — KOHTpomb M ofecreueHHe KadecTBa CHCTEMBI
(bapmakona30pa

b — xauecTBO cucrems! hapmakoHaI30pa

B — npuBepKEHHOCTH Ka4eCTBY

W N =
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18.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe onpeaeaeHus:

1) HamepeHHOE  TNpPUMEHEHHE  JIEKAPCTBEHHOTO
rpernapara ¢ MeJIMIIHHCKOM II€JIbI0 HE B COOTBETCTBHH C
YCIOBHSIMH, OIpENeIsIeMBIMU OOIIel XapaKTepUCTHKON
JIEKapCTBEHHOT0 IIpernapara WM HHCTPYKIHEH 10
MEIUIIMHCKOMY IPUMEHEHHIO

2) Ha3HAuCHHE JIEKAPCTBEHHOTO  CpEACTBA U3
CoOOpakeHMH COCTpafaHHsi TpynIe I[adeHTOB C
XPOHUYECKUMH, WHBAIHTA3APYIOIIUMHA HJTA
YIPOXKAIOITUMH JKHU3HH 3a00JIeBaHUSAMH, a TaKXke ¢
3a00JIeBaHUSAMH, KOTOpBIE HE MOTYT OBITH BBLICYCHBI
3apETUCTPUPOBAHHBIMY JIEKAPCTBEHHBIMHU IIperapaTaMu
(COOTBETCTBYIOIIUH JIEKAPCTBEHHBIH TIpernapar J0JKEeH
HaXO/IUTHCS Ha 3Tale PEeruCTpariy 00 KIMHUYECKUX
UCCJIEI0BAHUM)

A — TIpuUMEHEHHE JIEKapCTBEHHOIO  IIperapara,
Ha3HAYCHHOTO B CBA3H C  HMCKIIIOYHTEILHBIMH
00CTOSTEILCTBAMH M3 COOOpaXKEHU#H COCTpalaHus

b - npumeHeHue He B COOTBETCTBUH C OOImeH
XapaKTEpUCTUKOM JIEKapCTBEHHOIO IIperapara HId
HMHCTPYKIMEH 110 MEAUIUHCKOMY IPUMEHEHHUIO
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19.

VK-1, VK-
5, OIIK-1,
OIK-2,
OIIK-4

ComnocraBbTe onpeseieHus:

1) MUHMMaBHBIA HAaOOp HaHHBIX INPEACTABISEMBIX B
YIIOJTHOMOYEHHBIE OpraHsl B cdepe (papmakoHanzopa o
Clly4asX BBISABJICHHS NOZO3PEBAEMBIX HEXeJaTelIbHBIX
peakiui (BKIIOYas HIACHTHOHUIMPYEMOro pernoprepa,
UJICHTHQUIMPYEMOTO  HAl[ME€HTa,  HEXENATEIbHYIO
PEaKIMIO M 110103PEBACMBbIi JIEKapCTBEHHBIN Mpenapar);
2) MUHMMAaJIbHBIH HA0Op JAaHHBIX, KOTOPBIA TpeOyercs
JUIL  BBINOJIHEHHS ~ CTaTHCTHYECKOTO  aHau3a,
HEOOXOJMMOI0 ISl TIOJMYYeHHSI pE3yJbTAaToB IO
NEPBUYHBIM LIEJISIM UCCIIEIOBAHUS

3) mompoGHOe omHMcaHHe CHUCTEMBI (hapMakoHaA30pa,
IPUMEHSIEMOMH JiepxareneMm PETUCTPAIIHOHHOTO
YAOCTOBEPEHHSI B OTHOIICHHH NAaHHBIX 00 OJHOM HJIH
HECKOJIbKHX  3apPErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX
npernaparax

A- MHUHHManbHBIE TpeOoBaHUA K HHPOpMALUH B
COOOIIEHUH O HEXKEJIATeILHOU peaKIiu

b — macTep-¢aiin cucremsl papmaxkoHaa3opa

B — nabop manHBIX [T aHaIH3a

W N =
|
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20.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe onpeeeHus:

1) HaMEpEeHHOe HEHaJjIexaliee [IPUMEHECHHUE
JICKapCTBEHHOr0 IIperapara, HE COOTBETCTBYIOIIEE
YCIOBHSIM,  YCTaHOBJIEHHBIM  IIPH  PETHCTpaldA
JIEKapCTBEHHOT'O Iperapara

2) HENpaBHIbHOE IPUMEHEHHE C JONOJHHTEIHHBIM
CKPBITBIM HaMEPEHMEM HEHAJUIeKAINEro IMPHUMEHEHHS
JICKapCTBEHHOI'0 IIpemaparta C I[eJbl0  OKa3aHHs
BO3JEHCTBUS Ha Jpyroe Jmmno. HempaBuibHoe
IIPUMCHCHHE C HE3aKOHHOW LIEJBI0 BKJIIOYAET B CeOs
HOpOAAXyY APYroMy JIMIly JIEKAPCTBEHHBIX IIPENapaToB
JUISL  PEKPEallMOHHBIX [ejled H  HMCIIOJh30BaHUE
JEKapCTBEHHOr0  IIpemapara  JUii  COBEpINEHHS
MPECTYIHBIX IEUCTBUN

3) HenpenHamepeHHas ~— ommOKa B IIporecce
IIPUMEHECHUSI JICKApCTBEHHOIO IIpenapara, KoTopas
IIpUBEJIa WJIA MOIJa IPUBECTH K IPUYMHEHHIO BpeIa
HAIUEHTy

A-— HCIIPAaBUJIBHOC IIPUMECHEHUE C HE3aKOHHOM IEIBI0
b — ommbka IPUMEHEHHUS JICKAPCTBCHHOTI'O Iperapara
B- HETIPAaBUJIBHOC IPUMECHEHHUE

W N =—
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21.

VK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ConocraBbTe onpezeneHus:

1) HBenmpenHamepeHHas HeGIAronmpusTHasS —PEAKIMS
OpraHu3sMma, CBsi3aHHas C IPUMEHEHUEM JIEKAPCTBEHHOTO
npenapara u IpeanoJaraomas HaTiuiue B3auMOCBSI3H C
IIPUMEHCHHEM  II0JI03DEBAEMOT0  JIEKAPCTBEHHOI'O
npemnapara

2) mo6oe HeOIAronpusTHOE M3MEHEHHE B COCTOSHHH

|
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3M0POBbSl  IMAlHEHTAa MM CyObeKkTa KIMHHYECKOIO
UCCJICIOBAHUS, MPOU3OLIEAIIEE II0CIE NPUMEHEHHS
JICKapCTBEHHOTO IIpenapara, He3aBUCUMO OT IPHIHHHO-
CJICZICTBEHHOM CBSI3H C €r0 IPUMEHEHHEM

3) mo6oe HexenaTenbHOe SIBICHHE, PA3BUBIIEECS MOCTIE
AMMYHH3AI[HM, BHE 3aBUCUMOCTH OT HAJIWYUS WM
OTCYTCTBHSI B3aMMOCBSI3Y C IPUMEHEHHEM BaKIIMHBI

4) HexenaTelbHas peakuWs, XapakTep, CTENEHb
TSOKECTH MIJIM  MCXOJ, KOTOpPOH HE COOTBETCTBYET
uHpopMaIH, cojepxkalieiics B AeicTByIomel o0mei
XapaKTEPUCTUKE JIEKAPCTBEHHOIO Mpenapara

5) HexenareibHas peaknus, KOTOpas IPUBOIMUT K
CMEPTH, IPEACTABISCT yrpo3y Ui JKH3HU Ial[HeHTa,
TpeOyeT rOCIUTAIN3ALMA [AIMEHTa WK €€ IPOICHHUS,
IIPAUBOJUT K CTOMKOM mbo BBIPXXEHHOH
HETPYIO0CIOCOOHOCTH WK WUHBAJIUIHOCTH, K
BPOXICHHBIM aHOMAJIMSIM WM TIOPOKaM Pa3BUTHS

A — HexenaTeJIbHOE SIBJIICHHE

b — HexxenarenpHOE SBICHUE TIOCIE HMMYHH3AIMH
B — HexxenarenbHas peakius

I' - HempeiBUICHHAS HEXeaTe/IbHasl PEaKIys

Il - ceppe3nast HeXxemnarebHas peaKIus

22,

YK-1, VK-
5, OIIK-1,
OIIK-2,
OIIK-4

ComnocraBbTe OnpeeeHus:

1) HemocraTok cBemeHHME O 6€30macHOCTH HIH 00
0COOEHHOCTSX NPUMEHEHHS JICKAPCTBEHHOTO IIpenapaTa
y ONpEJeNeHHBIX TPYyNN MalHUEeHTOB, KOTOPBIE MOTYT
SIBJIATHCS KIIMHUYECKH 3HAYUMBIMHI

2) JIOKYMEHT, pa3paboTaHHBIH JiepxaTesneM
PETHCTPAIIAOHHOTO  yJOCTOBEPEHUSI M  COIEpIKaIIuii
uHpOopMaMI0O O  0e30macHOCTH, IOKA3aHWAX K

IIPUMEHEHHUIO, pexume JO3UPOBaHUS,
(apMaKoJIOTHYECKUX CBOMCTBax %} JPYyTYIO
HH(popMaIuio, KacaroIyocst JIEKapCTBEHHOTO
npemnapara

3) undopmManus, UMeroIIas OTHOIIEHHE K 6€30MacHOCTH
JIEKapCTBEHHOI'O IIpenapara, CoAepxamasics B IepedHe
OCHOBHBIX JI@aHHBIX O JIGKAPCTBEHHOM IIpenapare
JepxKares PETUCTPALIHOHHOTO yJIOCTOBEPEHHUS
JEKapCTBEHHOIO Ipenapara, pa3pa0OTaHHas HM H
IIpecTaBIsieMasi 110 €ro 3asiBJICHHUIO B YIIOJHOMOYEHHBIE
oprasl B cdepe (papMakoHaq30pa rocyapcTB-wWICHOB,
Ha  pBIHKax  KOTOPbIX  peajM3yeTcss  JaHHBIH
JICKapCTBCHHBIM Ipenapar, 3a MCKIIOYCHHEM CIIydaes,
Korga B HMHQOPMALMIO BHOCATCS M3MEHEHHS IO
TPeOOBAHMIO 3THX YIOJHOMOYEHHBIX OPraHoB B cepe
dbapmakonamzopa

A — OCHOBHBIE JAaHHBIC O JICKAPCTBEHHOM CpEICTBE
ACPXKATEIIA PErUCTPAITMOHHOI'O YAOCTOBECPCHHUS

W N =
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b — orcyrcTBytomas undopmarus
B — ocnoBHas uH(bopManus 0 6e301aCHOCTH JepxKaTes
PETHUCTPAIIMOHHOTO YI0CTOBEPEHHS
23. VK-1, VK- | ConocraBbTe onpeeneHus: 1-B
5,0IIK-1, | 1) wuccmenoBanWe, HMeEIOmEe  OTHOMIEHHE K | 2—A
OIIK-2, 3apEeruCTpUPOBAHHOMY JIEKApCTBEHHOMY mpemnapary, | 3 — I
OIIK-4 IIPOBE/ICHHOE B MEJIAX OINpElesIeHUs] XapaKTepUCTHKH | 4 - b
WA KOJMYECTBEHHOW OLIEHKH YTpo3bl O€30MacHOCTH,
IIOATBEPKICHUS npoduis 6e3omacHoCTH
JIEKapCTBEHHOTO Ipernapara WA OLICHKH
3G (PEXTUBHOCTH Mep 10 YIIPaBICHHUIO PACKAMH
2) umccnenoBaHWE, B KOTOPOM HAYajloCh BKIIOYCHHE
MAIIMEHTOB, JaXX€e €CJIM MCCIIEOBAHHE ITPHOCTAHOBIEHO
WA €r0 aHaJIM3 3aBEpPIICH, HO UTOTOBBIA OTYET O HEM
OTCYTCTBYET
3) BUI Hay4YHOM MW NPAKTHYECKOM JESATEIHHOCTH,
HalpaBJICHHBIA Ha BBIABICHUE, OLEHKY, IOHUMAHHUE U
IpeIO0TBpaIeHHE HEXXeJaTeIbHBIX HOCJIEACTBUI
IPUMEHEHHS JIEKAPCTBEHHBIX IpEnapaToB
4) wuccnenoBaHHE, 10  KOTOPOMY  IIOATOTOBJICH
3aKJIIOYMTENIBHEIA OTYET O KJIMHHYECKOM HCCIIE0BAHHH
A — IpoioIDKaroIIeecs KIIMHAYECKOE HCCIIE0OBAHMIE
b — 3aBepIeHHOE KIMHUYECKOE HCCIIEOBAHHE
B - IOCTPErUCTPAIAOHHOE HCCIIeIOBaHUE
Oe3omacHOCTH
I' — dapmaxonanzop

3.2.3. 3ajaHus HA ONOJIHEHHE

Ne n/m | Komneren | 3ajanue Ha ycTaHOBIIEHHE JOMOHEHHUS ITpaBuibHBIH
UM

(BOIIPOC — JOTIOJIHHUTE....) BapHaHT OTBETA
IIpoBepsie
MbI€e
JTAaHHBIM
3aJJaHuEM

4. VYK-1, VK- — 9T0 BHA Hay4yHoi u | @apmakoHaAn30p
5, OIIK-1, | mpakTH4ecKo# NesTeNbHOCTH, HallpaBJICHHBIA Ha
OIIK-2, BBISIBJICHUE, OILICHKY, IIOHUMAaHHE H
OIIK-4 IIPEIOTBPAIIICHUE HEXENATebHBIX II0CIIEACTBUM

IIPUMEHEHHSI JIEKApPCTBEHHBIX MPENapaToB.

5. VK-1, VK- - 9T0 106poBobHAas nepeaaya | CroHTaHHOE
5, OIIK-1, | cenuanucToM CHCTEMBI 37paBOOXPAHEHHS WIH | COOGIICHHE
OIIK-2, NOTPeOUTENEM YIOTHOMOYEHHOMY OpraHy B
OIIK-4 chepe (bapmakonamzopa, JIEPKaTEITIO

PETUCTPAIIIOHHOTO yIIOCTOBEPEHHS
JEKapCTBEHHOIO  @pemapara  WIH  Jpyroi
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YIIOJITHOMOYEHHOU OpraHu3anuu
KOTOpBIE COJIEpXKAT OIMCAHHE OIHOM WM
HECKOJIbKHX ~ HEXEJIaTeJbHBIX  peakuui vy
NanUeHTa, MPUHAUMABIIErO OJAWH WX HECKOJBKO
JICKapCTBEHHBIX NPENapaToB, U KOTOPhIE HE ObLIH
IIOJly4Y€HBI B XOJI€ IPOBEAEHHUS KIMHHYECKOIO
HCCIIEIOBAaHHUS WJIM NPMMEHEHHUs] MHOTO METoja
OpPraHU30BaHHOIO cOOpa JaHHBIX.

JIAaHHBIX,

6. VK-1, VK- — 9TO HemnpeaHamepeHHas | HexenarensHas
5, OIIK-1, | HeGmaronpusTHas peakuus OpraHusMa, | peaKius
OIlK-2, CBA3aHHAsE ¢ IIPMMEHEHHEM JIEKapCTBEHHOIO
OIIK-4 npernapara W IpeJnoJiaralomasl — Hajaudue

B3aUMOCBSI3H C INPUMEHEHHEM II0Z03PEBAEMOr0
JIEKapCTBEHHOIO Ipernapara.

7. VK-1, VK- - aro  moboe | HexenarenpHoe
5, OIIK-1, | HeOnmarompusTHOE H3MEHEHHE B COCTOSHHH | SBJICHHE
OIIK-2, 3/10POBbSI NAIMEHTA UJIM CYOBEKTa KIIMHHYECKOIO
OIIK-4 HCCIIeI0BAHMS, IIPOM30IIIE IIIee rnocie

NPUMEHEHHST  JIEKApCTBEHHOIO mpemnapara,
HE3aBHCHMO OT IIPUYUHHO-CIIEJICTBEHHOM CBSI3H C
€ro IIPUMEHEHHEM.

8. VK-1, VK- npeAHa3HaYeHa Juisd | ABTOMaTH3HpPOBAHHAS
5,OIK-1, | cbopa um anamuza wuHPOpPMANMH O CiIydYasx | CHCTeMa
OIIK-2, NOOOYHBIX ~ NEHCTBHM, He yKa3aHHBIX B «®apmakoHa30p»
OIIK-4 UHCTPYKLIUHU [0 INPUMEHEHHIO JIEKapCTBEHHOI'O

nperapara, O CEpbe3HBIX  HEXeJIaTENIbHbIX
PCaKIusaX, HENPEABUACHHBIX HEXEIaTEIbHbBIX
pEaKIUsIX IIPH IPUMEHEHHH JIEKapPCTBEHHBIX
npenaparoB, 00 OCOOGEHHOCTSX JIEKAPCTBEHHBIX
B3aMMOJCHCTBHUA.

9. VK-1, VK- — 9to mnposoaumoe | ITocTperucrpanuonHo
5, OIIK-1, | mpou3BojuTENEM KIMHHYECKOE WCCIIEA0OBAHHUE | € KJIMHUYECKOE
OIIK-2, JITT IS MEIHUIMHCKOTO IIPUMEHEHHUS, | UCCIIENOBAHUE
OIIK-4 TPXIAHCKUH 060POT KOTOPOTO OCYLIECTBIISAETCS

II0CJIe TOCYIapCTBEHHOM PErUCTpaly.

10. VK-1, VK- MoryT ObITh npencrasiensl | Kimmauyeckue
5, OIIK-1, | oOBIYHBEIMH PaHIOMU3UPOBAHHBIMHU | HCCJIEIOBAHHUS v
OIIK-2, KJIIMHHYECKUMU HCCIIEIOBAHUSIMH, | (a3bl
OIIK-4 IIparMaTU4eCKUMHU PaHIOMU3UPOBAHHBEIMHU

KIIMHUYECKMMHU MCCIIEI0OBAaHUSAMH WA OOJIBIIMMHU
YIPOIIEHHBIMH PaHIOMU3UPOBAHHBIMH
UCTIBITAHUSIMH.

11. VK-1, VK- oTHOCATCS K | Bonbmme
5, OIIK-1, | papMakosNumeMHONOTHYECKHM  Ju3aiiHaM | YIPOILICHHBIE
OIIK-2, XapaKTEepU3ylOTCSl ~ OTPOMHBIMH  BBIOOPKAaMH | paHIOMH3UPOBAHHBIE
OIIK-4 (MECATKH ¥ COTHHM THICSY MAIEHTOB). UCIBITAaHUS

12. VK-1, VK- — 3TO UccrnenoBanus, | Hemnrepeenuonusie
5, OIIK-1, | B KOTOpBHIX HCCIIEIOBATEND coOupaeTr IaHHBIE | HCCIIENOBAHUS
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OIIK-2, OyTéM IIPOCTOro HaOMIONEHHS COOBITHM B HX
OIIK-4 €CTECTBEHHOM TEYCHHM, HE BMEIIMBASICh B HUX
aKTHBHO.

13 VK-1, VK- | I'naBHOe nipeumMyImnecTBo HEUHTEPBEHLIIMOHHBIX
5, OIIK-1, | ucciemoBaHuif — OTHOCHTEIbHAS MpoCTOTA
OIIK-2, IIpOBe/IeHUs] ¥ HuU3KuWe 3arparbl. OCHOBHOM
OIIK-4 HEJIOCTAaTOK - B MCCIEAYEMBIX IpyInax, IOMHMO

pasMuuid B CaMOM  JICYEHHH,  MOIYT
CYIIECTBOBaTh M JIPyTHE pa3iu4us, KOTOPHIE
MOT'YT IIPUBECTH K OITMOOYHBIM BBIBOJAM.

14. VK-1, VK- — 9TO mccnenoBanus, | [locrperucrpannoHHbL
5, OIIK-1, | umeromue OTHOLIEHWE K 3aPETHCTPUPOBAHHOMY | € HCCJIEIOBAHHUS
OIIK-2, JICKapCTBEHHOMY IIpernapary, IpOBEICHHbIE C | 6e30macHOCTH
OIIK-4 HENbI0  ONpENENICHNs], XapaKTePHUCTUKH MK

KOJINYECTBEHHOH OLIEHKH Yrpo3bl 0€30MacHOCTH,
IIOATBEPXKICHHS npoduis 6e30macHOCTH
JeKapCTBEHHOI0  Ipemnapara HJIA  OIIEHKH
3((pEXTUBHOCTH Mep 110 YIPABJICHHIO PUCKAMH.

15. YK-1, VK- | [lo  ucrounmky mnoiydaemodt WHPOPMAIUHK | aHAIHTHIECKHIE
5, OIIK-1, | papMaKkosNUAEMHOIOTHYECKHE  HCCIIEIOBAHUS
OIIK-2, JICKapCTBEHHBIX CPEJACTB MOXXHO pa3[eluTh Ha
OIIK-4 JIB€ OCHOBHBIE KAaTE€TOPHUH: OIHCATEILHBIE H

16. VK-1, VK- - cucrema, | Cucrema
5, OIIK-1, | opranmsyemasi jAepKaTeisiMH pPErMCTPAIHOHHBIX (bapmakoHag3opa
OIIK-2, YAOCTOBEPEHHH JIEKAPCTBEHHBIX MPENapaToB M
OIIK-4 YIOJIHOMOYEHHBIMH  opraHaMu B cdepe

(papmakoHam3opa Ui BBHINONHEHHS 3amad M
obs3anHOCTEH 1O hapMakoHaa30pY.

17 YK-1, VK- SBJIsIETC  IOAPOOHBIM | MacTtep-daiin
5, OIIK-1, | onucanuem CHCTEMBI (bapMaxoHa30pa, | CHCTEMBI
OIIK-2, TIPUMEHSACMOH  JIep)KaTeeM PETHCTPAlHOHHOrO | hapMakoHaa30pa
OIIK-4 YAOCTOBEPEHHS B OTHOIICHUH JaHHBIX 00 OJHOM

WA HECKOJIBKHX 3apEeruCTPUPOBAHHBIX
JIEKapCTBEHHBIX Ipernaparax.

18. VK-1, VK- JoJDKHa  BKIo4yarh B | CucTema KadecTBa
5, OlIK-1, | cebs: Hamiexamee ympasieHHe pecypcamu,

OIIK-2, KOHTPOJIb COOTBETCTBUSI TpeOOBaHHSIM aKTOB
OIIK-4 OpraHoB EADC H 3aKOHOJJaTEILCTBA
rOCyJapCTB-4ICHOB, a TaKXe YyIpaBlicHHE
JIOKYMEHTAIUEH.

19. VK-1, VK- (apmakonanzopa sBisercs | CucreMa  ympaBieHHS
5, OIIK-1, | 9acThlo CHCTEMBI KadyecTBa, pacIpOCTpAHAETCS JOKyMEHTaIuen
OIIK-2, Ha BCE IOKYMEHTBI CHCTEMBI (hapMaKkoHaa30pa 1
OIIK-4 obecrieunBacT BO3MOXHOCTh NOUCKA JAHHBIX H

IIPOCIIEXKHUBAEMOCTh BCEX BBIIIOJTHSEMBIX
IPOLEayP.
20. YK-1, VK- cucTeMbl (papMakoHa30pa | BHemnnanosbie
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5, OIIK-1, | mpoBoasTCs B Cily4dae BBISIBJICHUS | HHCIEKIIUH
OIlIK-2, HHULUHPYIOIIEro dbaxropa (cucremHoiA
OIIK-4 IpOoOJIEMBI).
21. YK-1, VK- | B perysistopHbie Opranbl J0JKHEI TIepeiaBaThest HMHCTPYKITUSIX o
5, OlIK-1, | maHHBIE O TOGOYHBIX AEHCTBHSIX, B TOM YHCIE HE MEIUIIMHCKOMY
OIIK-2, YKa3aHHBIX B , O | IpPUMEHEHHIO
OIIK-4 CEpPbE3HBIX M HENPEABHIACHHBIX HEXEIATeIbHBIX
peaKImsx.
22. VK-1, VK- | IlpaBuna HaJIexarei IIPaKTHKH | 87
5, OIIK-1, | dpapmakonazopa EADC PEryJIMpyIOTCS
OIIK-2, Pemennem CoBera EBpa3swuiickoii
OIIK-4 SKOHOMHYECKOM Komuccnu ot 03.11.2016 No .
23, VYK-1, VK- - CHCTEMATHYECKHM, | AyauT
5, OIIK-1, | ymopsimoueHHBIi, HE3aBUCHMBIiA U
OIlK-2, JIOKYMEHTUPOBAaHHBIA IpoLecC MOJIyYEeHHsI U
OIIK-4 OOBEKTHBHOM OIICHKH ayJUTOPCKHX (DaKTOB,
XapaKTepU3yIOIHX paboty CHCTEMBI
(Gapmakonamzopa, ¢ UeNBIO  ONpeneNeHHS
CTETICHH BBIIOJIHEHHS KPUTEPHEB ayIUTa

3.2.4. 3anaHus ¢ pa3BepHYTHIM 0TBETOM.

Ne Kommnerenn | Bonpoc IIpaBHIBHBIH BapHaHT 0TBETA
HH, OTKPBITOI0 THIIA
npoBepsieM
bie
JAHHBIM
3aJjaHuEeM

4. VK-1, VK- | B ueM | [Iporpamma mpexycmaTpuBaeT COTPYIHHYECTBO
5, OIIK-1, 3aKJIIOYaeTCs HaIlMOHAJIBHBIX PEryaMpyromux opranos u BO3 B
OIIK-2, IpeJHa3HaYeHHE 06J1acTH COOOIIEHHH O HEXeENATENBHBIX PeaKIHsIX
OIIK-4 IIporpammer 10 | © MOHHTOPHHIa 6€30MaCHOCTH JieKapcTB. B pamkax

MEXIYHapOJHOMY | MPOrpaMMBI IIPOBOAMTCS COOP CBEJEHHM, B TOM
MOHHUTOPHHTY YUCIIC€ MOJYYEHHBIX B  BHJE CIOHTAHHBIX
JIEKapCTBEHHBIX COOOLICHHIA.

CpEICTB

(International Drug

Monitoring

Program, WHO)?

S YK-1, YK- | Ko ABJIACTCA | JlepaTenn PperucTpanHMoOHHBIX  yJOCTOBEpEHHIt
5, OIK-1, | OTBETCTBEHHBIM 3a | SABNSIOTCS OTBETCTBEHHBIMH 32 BBIIOIHCHHE 3a/1a4
OIIK-2, BBINIOJTHEHHUE 3a7a4 | B 00s3aHHOCTEH 110 (bapmakoHan30py, ¢ LEIBIO
OIIK-4 ¥ 00S3aHHOCTEH 1O | rapaHTUPOBAHHOTO BHITIOJIHEHHs OGS3aTENHCTB |

(bapmakoHa30py IPUHATHS IPH HEOOXOAMMOCTH TpeGyeMbIX Mep IO
Cpeau rocynapcrs- | hapMakoHan3opy B OTHOIIECHHUH
YJICHOB 3apEeruCTPUPOBAaHHBIX JIEKapPCTBEHHBIX cpencts. C
EBpazuiickoro 9TOM  LENbI0  JiepXKaTelld  PErucCTPaliMOHHBIX
9KOHOMUYECKOTO YIOCTOBEpEHUI JOJDKHBI obecneunTh
cor3a M YTO | QYHKIMOHHPOBAHHE CHCTEMBI (papMaKOHAN30pa HA
SIBIISIETCS TEPPUTOPHUIX rocy1apCTB-WICHOB, BKJIIOYAs
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peanu3anuen 3TUX

BHEJIpEHHE HajIexamend u 3QHeKTHBHOM CHCTEMBI

obs13aHHOCTEMH? Ka4ecTBa CUCTEMBI (hapMaKkoHaA30pa.

6. VK-1, VK- | Jlna KOTO | ABTOMAaTH3MpOBaHHas cucreMa «DapmakoHamzopa
5, OIIK-1, | mpennasHayeHa IpeaHa3sHaYeHa /JIsi COTPYJHHMKOB I€HTPAIBLHOI'O
OIIK-2, ABTOMATM3MPOBaHH | ammapara Poc3ipaBHag30pa, TeppHTOPHAIBHBIX
OIIK-4 ast CHCTEMA | OPraHoOB Poc3npasHanzopa, CIEIHATTUCTOB

Poc3npaBHam3opa | mpuBiekaeMbIx 9KCIEPTHBIX OpraHu3alHid,

«®apMaKkoHaI30p» | COTPYIHHKOB PETHOHATBHBIX LIEHTPOB

? MOHHMTOpPHHTA JIEKapCTBEHHBIX CpPeICTB,
OTBETCTBEHHBIX COTPYAHHMKOB (hapMareBTHUECKUX
OpraHu3alui, CIECLHAIUCTOB B obsacTu
3/IpaBOOXPAHEHHUS, COTPYAHHKOB MEIHUIIHHCKUX
OpraHu3anui.

. VK-1, YK- | Kakoe  jeiicTBHe [lpy  BBISBIEHHH  HEXeJIaTEIbHOMH peaxkuuu,
5, OIIK-1, HEOOXOIMMO MOTEHIMATBHO OOYCJIOBIEHHOM HECOOTBETCTBHEM
OIIK-2, IPEIIPUHSTH kauectBa  JIII  TpeGoBamusM  HOpMaTHBHOM
OIIK-4 MEJIUITMHCKOM JMOKYMEHTaIMK, HE0OX0AuMO 3aUKCHUPOBaTh €€ B

OpraHu3alfM, €CJIH | MCAMIMHCKON  JOKYMEHTAlldd  [alUeHTa H
BBISIBJICHA coobmuTh 06 3TOM B Poc3npasHanzop ¢ ykazanuem
HeXeJaTelbHas B TOM YHCJIE KOJIMYECTBAa 00pa3IoB NaHHOH cepuu
peaxius, JIT1, uMmeromuxcs B paclopsKEHHH MeTUIMHCKOM
IMOTEHIHATIBHO OpraHu3aIiH.

o0ycioBIeHHAs

HECOOTBETCTBHEM

KayecTBa

JIEKApCTBEHHOTO

npemnapara

TpeOOBaHUSIM

KagecTBa?

8. VK-1, VK- | Kakumu  Bumamu | Kigauueckue uccienosanus IV ¢assl Moryt ObITH
5, OIIK-1, | uccnemoBanuit NPEJCTaBIECHbl OOBIMHBIMU PaHIOMH3UPOBAHHBIMU
OIIK-2, MOTYT OBITh | KIMHUYECKUMHU HCCIICOBAHUSIMH,
OIIK-4 IIPEJICTaBIICHBI IparMaTH4eCKUMHU PaHIOMH3UPOBAHHBIMH

KIIMHUYECKHE KIIMHUYECCKMMH HCCIICOBAHUSIME MM OOJBIIUMH
uccnenoBanuss IV | ynpoméHHbIMA PaHIOMHU3UPOBAHHBIMH
¢bazsr? HCIIBITAHUSAMH.

9. VK-1, VK- | Yro npencraBisor ITocTperucrpannonHkie HCCJIEIOBaHUS
5, OIIK-1, coboif W ¢ Kakoi | 6e30macHOCTH — HTO HUCCIIEIOBAHUS, HMEIOIINE
OIIK-2, LEJBIO IPOBOAATCS | OTHOLIECHUE K 3apEruCTPUPOBAHHOMY
OIIK-4 TIOCTPErUCTPAlMOH | JIEKADCTBEHHOMY — IIpemapaTy, IMPOBEIECHHBIE C

HBIC HCCIEJIOBAHUS | UEIBIO  ONPENETCHHs, XapaKTePUCTHKH WA

6e3omacHocTu? KOJIMYECTBEHHOM OIICHKH YTpPO3bl 0€301acHOCTH,
HOJTBEPKICHHS npodus 6e3omacHoCTH
JeKapCTBEHHOIO  Ipemapara  WJId  OIEHKH
3¢ HEKTUBHOCTH Mep 110 YIPABIECHHIO PHCKAMH.

10. VK-1, VK- | Yo sapisieTcst | OCHOBHBIMH LEIIMHA
5, OIIK-1, LEJIBIO (bapMaKo3IUIEMHOTIOTHYECKIX HCCJIEIOBAHUMN
OIIK-2, (apmMakodIHIEMHUO | SBISIOTCS:

OIIK-4 JIOTHYECKHUX -  OLEHKa  TEpPaleBTUYECKOTO  pHCKA |
UCCIIEIOBAHUMA? 3Q(hEKTHBHOCTH Mep O MMHMMHU3AIMM DPHCKa, a

TaKXE NOAACPIKaHUEC JACATCIIBHOCTH 1o
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YIPaBJICHUIO PHCKAMH,

- HU3y4YECHHE CpaBHHUTENBHOM dddexTHBHOCTH
TEPaNEBTHYECKUX AJIbTEPHATHB.

11. YK-1, VK- | lna dero | Macrep-¢aiin cucreMsl hapMakoHai3opa SBISETCS
5, OIIK-1, | popmupyercs HOApOoOHBIM OIMCaHHEM CHCTEMBI
OIIK-2, Macrtep-haiin hapmakonam3opa, IpHMeHseMOM  JepxaTeneM
OIIK-4 CHCTEMBI PETHCTPALIMOHHOTO YAOCTOBEPEHUS B OTHOLICHHUM

(bapmakonamzopa? | JaHHBIX 00 OJITHOM WIH HECKOJIBKUX
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpENaparax.

12. VK-1, VK- | Kakue »nements! | CHcTeMa kadecTsa JOJDKHA BKJIFOYaTh B ceOs:
5,0IIK-1, | Bkmouaer B cebs | Hamiexamee YIPaBJICHHE peCypcaMH, KOHTPOIIb
OIIK-2, CHCTEMa Ka4yeCTBa | COOTBETCTBHs TpeOOBaHUSIM aKTOB opranoB EADC
OIIK-4 (apmakoHamzopa? | U 3aKOHOZATENHCTBA roCy1apCTB-WICHOB, a TaKXe

YIpaBJIEHHE JOKYMEHTAIUEHA.

13. VK-1, VK- | Kakue Cucrema KauecTBa mpeycMaTpHBaET [AKIAYECKOE
5, OIK-1, | nmkamueckue IIPOBEJICHHE CIIEYIOIIUX MEpONPHUSTHIA:
OIlK-2, MEPOIIPUSTHS IIJJaHUPOBAaHUE KadecTBa pabot 110
OIIK-4 nperycMaTpuBaeT | papMakoHaa30py, BBIIIOJTHEHHE 3a/1a4 U

CHCTEMa KaydecTBa | 00S3aHHOCTEH B COOTBETCTBHH C TPEOGOBAHHSIMH K
(hapmakonanzopa? | Ka4ecTBY, KOHTPONb H OOECIICYEHHE KAYeCTBa,
yJIy4IIeHHE KayecTBa.

14. VYK-1, VK- | Yro JIOJKHBI | MeToast KOHTPOJISt JEATEIILHOCTH U
5,OlK-1, |Bxmodyats B ce6s | 3pPEKTUBHOCTH  CHCTEMBI dbapmakonazopa
OIIK-2, METOJIbI  KOHTPOJISA | JOJIKHBI BKJIKOYAThH B ceOS:

OIIK-4 ACATENLHOCTH  ® | - 0030p W  aHaIM3  CHCTEMBl  JIMIIAMH,
apdexTuBHOCTH OTBETCTBEHHBIMH 32 YIIPABJIEHHE CHCTEMOH’;
CHCTEMBI - ayJIUTHI;
(hapmakonanzopa? | - KOHTPOIL COOTBETCTBHS TPEGOBAHUSM;
- HHCIIEKIIHH;
- OUEHKY 3(QQEKTHBHOCTH NPHHATHIX Mep
MUHHMH3AIUA PUCKA U 00ECTIEYEHUIO GE3011acHOro
U 3((EKTHBHOrO IPUMEHEHHS JIEKAPCTBEHHBIX
IIpenapaToB.

15. YK-1, VK- | Moxer mu 6biTs | Ilpu OIpe/IETICHHBIX obcTosTeNBCTBaX
5, OIIK-1, OpraHu30BaHO AECPXKATeISIMH  PETHCTPALIMOHHBIX YJOCTOBEPEHUM
OIIK-2, Ooiee OZIHOH | JIOIYCKaeTCs OpraHu30BaTh 6osiee OJHOM CHCTEMBI
OIIK-4 CHCTEMBI (apmakona3opa, Hanpumep, B ciTydae

(apmakonazopa (bopmupoBaHHs OTJENIbHOU CHCTEMBI

JepaKaTEISIMU (apmakoHam3opa it ONpENENEHHBIX  IPYIII

PETUCTPAIMOHHBIX | JIEKAPCTBEHHBIX HpenaparoB (B YacTHOCTH JUIS

YJOCTOBEPEHHUIA? BaKI{H, 6e3penenTypHbIX JIEKapCTBEHHBIX
IIpenapaTos).

16. VK-1, VK- | T'me nomkeH | Macrep-(aitn cuctems! (apMakoHan30pa JOIDKEH
5, OIIK-1, | XpaHUTBCS MacTep- | XpaHUTBCS Ha TEPPUTOPUH TOCYHapCTBa-dIeHa
OIlK-2, Gaiin CHCTeMBI | TUOO 1O MecTy (haKTHYECKOTO BBIIOJHEHUS
OIIK-4 (hapmakonanzopa? | mepkareneM pPErHCTPALHOHHOIO YIOCTOBEPEHHS

OCHOBHOW JIEATENLHOCTH 110  (papMakoHaq30py,
700 10 ajipecy OCHOBHOTO MeCTa OCYIIECTBICHHS
CBOEH JIEATEIBHOCTH YIIOJHOMOYEHHBIM JIULIOM I10
(apmakonam3opy, HesaBucumMo or  (opmara
JAHHOrO  mactep-gaiima (B OyMaXHOM MM
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9JIEKTPOHHOM BHJIE).

17. VK-1, VK- | Kakue Tunbl | [IporpamMmel - mHCmekmmit mo  papmaxonamzopy
5, OIIK-1, HHCIIEKI[AH BKIIIOYAalOT B ce0s IUIAHOBBIE MHCIEKIHH B
OIIK-2, BKIIIOYAIOT B CE0S | COOTBETCTBHHM C OCHOBAHHBIM HA PHUCKax MOJXOJE,
OIIK-4 IIPOrpaMMsl a TaKxKe BHEIUIaHOBHIE HHCIIEKIINH,

UHCIIEKIIUI IO | OCYILECTBIISIEMBIE c 1195 OILICHKH

(apmakonanzopy? | mpemmonaraemsix HECOOTBETCTBHIU 17001
NOTEHIMAJIbHBIX PHCKOB, KOTOPbIE MOTYT OKa3aTh
BIIMSHHE  HA  BBIIOJHEHHE  (GyHKHHME 110
(hapMaKoHaN30py B OTHOIIEHWH ONpEJIEICHHOrO
JICKApCTBEHHOTO IIpenapara.

18. VK-1, VK- | B kakux ciay4dasx | BHerianoBeie HHCIEKIIAX CHCTEMEI
5, OlIK-1, | mpoBoasTCs (apmakoHa30pa IPOBOAATCS B CIIydae BBIBICHHUS
OIIK-2, BHEIUIaHOBHIE HHHULMHAPYIOIIETO ¢axropa (cucTeMHOi
OIIK-4 UHCIIEKIIUU npobIeMer). Brennanosrie HHCIIEKIIAU

CHCTEMBI HalpaBJICHbl HAa OLEHKY KOHKPETHBIX IPOIECCOB

(apmakonanzopa? | dhapmakoHam30pa M BKIIOYAIOT B cebst H3y4YEHUE
BBISIBIICHHOM MpOO6IEeMBI (BOIIPOCOB) U €€ BIHUSHUA
Ha ONPEICTICHHBIN JICKAPCTBEHHBIN IIpenapar.

19, VK-1,YVK- |B xakom Buze ®apmakoHaa30p OCYIIECTBIISIETCS
5, OIIK-1, MOTYT ObiTh | Poc3paBHamzopoM Ha OCHOBaHMH CBEJICHUIA,
OIIK-2, IIPE0CTaBIEHBI ITOJIyYEHHBIX B BHJIE:

OIIK-4 CBEJICHUS 1o | - coobmeHui CyObEeKTOB obparieHus

(apmakoHan3opy B | IeKapCTBEHHBIX;

Pocanparanzop? |- mnepmomMueckmx OTYETOB M0 6€30MACHOCTH
JEKapCTBEHHBIX IIPENapaToB, HANPABJISIEMBIX B
PocsnpaBHam3op nepxarensMu WM BiafenbLaME
PETHUCTPALMOHHEIX YI0CTOBEPEHHHN JIEKAPCTBEHHBIX
IpenapaTos;
- TEePHOAMYECKHX OTYETOB II0 (E€30macCHOCTH
pa3pabaTsiBaeMoro (uccnenyemoro)
JEKapCTBEHHOI'O IIpenapaTta, HalpaBIsSEMbIX B
Poc3npaBHaq30p I0pUAMYECKHMH JTUIAMH, HA HMSI
KOTOPBIX BbIJAHbl DPa3pEINCHUS Ha MPOBEICHHE
KIHHHYECKHX MCCIIEIOBAHHIA,
- uHbOpMalMH,  IONYY4eHHOM B  Xoje
OCYIIECTBJICHHS. ~ TOCYJapCTBEHHOIO  KOHTPOJIS
(sam3opa) B chepe oOpamneHus JeKapCTBEHHBIX
CPEICTB.

20. YK-1, VK- | Kakue nauHbie 1o | B perynstopHble OpraHbl AOJDKHEI IepelaBaThCs
5, OIIK-1, Oe3omacHoCTH JaHHBIE O MOOOYHBIX NEHCTBUSAX, B TOM YHUCJIE HE
OIIK-2, JIOJIKHBI YKa3aHHBIX HHCTPYKIHUAX 10 MEIUIHMHCKOMY
OIIK-4 nepeaaBaThCs B | IPUMEHEHHIO, O CEPBE3HBIX M HENPEIABHICHHBIX

PETYJISTOPHBIE HEXEJIaTeIbHBIX PEeaKIHsX.
Oprassi?

21. YK-1, YK- | Kakue mepst MoryT | IIpH BBISBIEHHH HOBBIX PHCKOB JUISl TAIlUEHTOB
5, OIIK-1, IIPUHSATH KOMIIaHHS-TIPOU3BOJUTENIb MM  PEryJIATOPHBIE
OIIK-2, KOMITaHH S~ OpraHbl MOTI'YT IPHHSTH CIEIYIOMHE MEPHI 10 MX
OIIK-4 IIPOU3BOTUTEIH MUHUMH3ALAH:

WA PETYJIATOPHBIC | - HM3MCHEHHE MHCTPYKIMH II0 MEIUIUHCKOMY
Oprassl npu | npumenennio JIII; orpannuenune npumenenus JII1
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BBIABJICHHU HOBBIX

(mepeBon 13 Ge3penenTypHOro B pEeLenTypHBIif),

PHCKOB - IPOBE/IEHHE JOIOJIHUTENBHBIX KIMHUYECKHX
NPUMEHEHHUS] TOTO | W/MIM KJIMHAYECKHX MCCIICIOBAHMM BBISBICHHOIO
WA UHOTO | pUCKa,
JIEKApCTBEHHOT'O - IIPHCBOEHHUE npenapary craryca
npenapara UL | DOTIOJIHUTETBHOTO MOHUTODHHTA,
[aIUEeHTOBR? - pacnpocTpaHeHHe HHGOPMAIMH O BBIIBICHHBIX
pHCKax CpeAd Bpadyedl W  MalHMEHTOB, C
HCIIOJIb30BaHHEM pecypcoB KOMITaHUH-
IPOXU3BOJUTEIIS U PETYIATOPHBIX OPraHOB,
- IPHOCTAHOBKA pErucrpanue jaubo OTMEHa
peructparmu JIIT (3anper Ha oGpaienne).

22, VYK-1, VK- | Yro cienyer | B pasnene  «Ilokasanme»  W3BemeHHs O
5,0IIK-1, | yka3aTh B pa3szere | HeXenaTelbHOM PEaKIMK  HMIM  OTCYTCTBHH
OIIK-2, «IToxazanuey TEPANEBTHIECKOro  dddexTa  JIeKapCTBEHHOTO
OIIK-4 H3BEIICHUS O | mpemnapara Cjl€AyeT yKa3aTb JHMartHo3, JIM0o

HEXeJaTeIbHOM KIIMHUYECKYIO CHUTYaIHIO, 110TpeOOBaBIIYIO
peaxiuu WK | Ha3HAYCHHs npenapara. B cmyudae, eciu mpenapart
OTCYTCTBHH HasHaYeH [0 IIOKa3aHWsIM, HE BHECEHHHIM B
TCPaNCBTHYECKOI0 | HHCTPYKIMIO 10 MPHMEHEHHIO, HEOOXOMUMO 3TO
addexra yKazarb.

JIEKapCTBEHHOI'0

npenapara?

23, VK-1, VK- | Yro crenyer | B pasmene «IIpuHsTBIE MepB» H3BEINEHHS O
5, OIIK-1, yKasaTb B pas[eiie | HEXKENATENIbHOW  peaknuMd  HWIH  OTCYTCTBHH
OIIK-2, «IIpUHATBIE MEpBI» | TepareBTHYECKOTO sdpdexra  nexapcTBeHHOrO
OIIK-4 U3BELICHUS 0 | mpenapara clenyer OTMETHTH MEpBI,

HEXeNaTeIbHOM IPEANPUHATHIE Ui KOPPEKIHH HEXeJaTeIbHOM
peaxiuu uiM | peakuuu. [lpu cHmKeHHH 103BI 10J03peBaEMOro
OTCYTCTBHH JIEKapCTBEHHOT'O  CpEJACTBA  HAN0  yKas3aTh
TEPANCBTHIECKOr0 | KOHKpeTHhle IMGpEL. B ciaydyae nekapcTBeHHOM
spdekra KOPPEKIIMH [E€PEYHUCIAIOTCS IPUMEHSBIINECS C
JIEKapCTBEHHOTO 3TOM  [ENBI0  JIEKApCTBEHHBIE Mperaparhl ¢
npenapara? YKa3aHUEM [JO03bl, KPATHOCTH HA3HAYCHHS U IIyTH

BBEJICHUS B pasJielie




